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Title  21 — Food  and  Dnigs 

CHAPTER  I— FOOD  AND  DRUG  ADMINIS¬ 
TRATION,  DEPARTMENT  OF  HEALTH, 
EDUCATION,  AND  WELFARE 

[Etocket  No.  76N-00011 

ADMINISTRATIVE  FUNCTIONS, 

PRACTICES,  AND  PROCEDURES 

General  Provisions 

TTie  Pood  and  Drug  Administration 
(FDA)  is  issuing  in  final  form  the  general 
provisions  for  its  administrative  fuzK> 
tions,  practices  and  procedures.  The  reg¬ 
ulations  shall  be  effective  February  24, 
1977. 

Included  within  this  subpcut  (21  CFR 
Part  2,  Subpart  A)  are  regulaticms  estab¬ 
lishing  procedural  requirements  for  pub¬ 
lic  requests  for  agency  action  or  chal¬ 
lenges  to  agency  action,  for  the  issuance 
of  regulations  by  the  agency,  for  the 
compilation  and  maintenance  of  the  ad¬ 
ministrative  record  of  agency  decisions 
and  actions,  and,  generally,  for  the  con¬ 
duct  of  agency  business  with  the  public. 
The  regulatioi^  include  provisions  that 
specify  the  terms  on  which  FDA  officials 
will  meet  with  members  of  the  public  and 
provisions  that  govern  providing  advice 
and  information  to  the  public  on  agency 
business.  Ihe  provisions  of  Subpart  A  will 
apply  to  all  aspects  of  FDA  business  un¬ 
less  superseded  by  other  reqiiirements 
specifically  applicable  to  a  particular 
class  of  actions  or  decisions. 

The  notice  of  proposed  rule  making 
on  which  these  regulations  are  based  was 
published  in  the  Federal  Register  of 
September  3,  1975  (40  FR  40682).  In  the 
preamble  to  that  proposal,  the  Commis¬ 
sioner  of  Food  and  Drugs  discussed  the 
initial  issuance  of  these  and  related  reg¬ 
ulations,  published  in  the  Federal  Reg¬ 
ister  of  May  27,  1975  (40  FR  22950), 
and  subsequent  litigation  (.American  Col¬ 
lege  of  Neuropsychopharmacology  v. 
Weinberger,  et  al..  Civil  Action  No.  75- 
1187)  that  resulted  in  their  withdrawal 
as  a  final  regulation  and  republication 
as  a  notice  of  proposed  rule  making. 
Other  subparts  of  Part  2  proposed  on 
September  3,  1975,  have  since  been  pub¬ 
lished  separately  in  the  Federal  Regis¬ 
ter  as  final  regulations  as  follows:  Sub¬ 
part  C — Public  Hearing  Before  a  Pub¬ 
lic  Board  of  Inquiry.  June  28,  1976  (41 
FR  26636) ;  Subparts  E,  F,  and  G — ^Pro¬ 
cedures  for  Public  and  Regulatory  Hear¬ 
ings  and  Regulations  Governing  Stand¬ 
ards  of  Conduct  and  Conflict  of  Interest, 
November  2, 1976  (41  FR  48258) ;  Subpart 
B — Formal  Evidentiary  Public  Hearings, 
November  23,  1976  (41  FR  51706) ;  and 
Subpart  D — ^Public  Hearing  Before  a 
Public  Advisory  Committee,  Novem¬ 
ber  26,  1976  (41  FR  52148) . 

Most  of  the  comments  received  on  the 
provisions  of  Subpart  A  were  from  manu¬ 
facturers  of  regulated  products.  Includ¬ 
ing  industry  trade  associations,  profes¬ 
sional  associations,  consumer  groups, 
and  individuals.  Approximately  160  com¬ 
ments  were  received,  including  several 
comments  on  the  May  27, 1975  final  reg¬ 
ulation,  which,  while  subsequently  with¬ 
drawn,  was  virtually  Identical  in  sub¬ 
stance  to  the  September  3,  1975  prc^xw- 
al.  A  sectlon-by-sectlon  discussion  of 


the  substantive  provisions  of  the  regu¬ 
lations  appeared  in  the  preamble  to 
that  proposal.  A  summary  of  the  issues 
raised  by  the  comments,  and  the  Com¬ 
missioner’s  resolution  of  those  issues,  are 
set  forth  below. 

No  comments  were  received  regarding 
§2.1  Scope  (21  CFR  2.1),  and  it  is 
adopted  as  proposed. 

1.  Two  comments  were  received  re¬ 
garding  §  2.3  Definitions  (21  CFR  2.3) , 
both  of  which  addressed  the  definition 
in  §  2.3(a)  (12)  of  “interested  person.” 
As  explained  in  the  preamble  to  the  pro¬ 
posed  rule,  “interested  person’’  and  “any 
person  who  will  be  adversely  affected” 
have  been  defined  broadly  to  include  any 
person  who  washes  to  participate  in  any 
proceeding  of  F'DA.  No  particular  in¬ 
terest,  specific  economic  or  other  harm, 
or  other  indicia  of  “standing”  is  required 
before  a  person  may  participate  in  or 
challenge  any  agency  action. 

One  of  the  comments  supported 
eliminating  from  the  definition  of  “in¬ 
terested  person”  the  requirement  of  a 
specific  showing  of  interest.  ’The  other 
comment  objected  to  the  proposed  defi¬ 
nition  as  too  broad.  The  comment  argued 
that,  by  not  limiting  participation  in 
agency  matters  to  those  who  can  show 
a  definite  Interest  that  can  be  adversely 
affected,  FDA  proceedings  may  become 
protracted  and  burdened  by  numerous 
parties  seeking  to  participate  merely  on 
the  grounds  that  they  represent  some 
broad  public  interest.  This,  the  comment 
argued,  will  prevent  FDA  proceedings 
from  being  expeditiously  concluded  in 
an  orderly  manner. 

The  Commissioner  disagrees  with  this 
comment  and  has  retained  the  proposed 
definition  of  “interested  person”  in  the 
final  regulation.  Contrary  to  the  com¬ 
ment,  he  maintains  that  persons 
espousing  only  broad  interests  shared 
generally  by  the  public  are  entitled  to 
participate  fully  in  agency  proceedings. 
As  not^  in  the  preamble  to  ^e  proposal, 
FDA  activities  cover  a  broad  range 
and  affect  every  citizen  generally,  and 
thus  all  persons  are  entitled  to  partici¬ 
pate  in,  and  question,  actions  of  the 
agency.  The  Commissioner  is  not  per¬ 
suaded  that  many  agency  actions  wdll 
be  seriously  delayed  as  a  result  of  the 
broad  definition  of  “interested  person,” 
but  he  concludes  that  any  delay  that  is 
likely  to  occur  wall  be  outweighed  by 
the  advantages  of  permitting  unimpeded 
access  by  all  persons  to  agency  proceed¬ 
ings. 

2.  One  comment  on  §  2.4  Summaries 
of  administrative  practices  and  proce¬ 
dures  (21  CFR  2.4)  urged  that  the  dis¬ 
tribution  of  the  summaries  by  the  Com¬ 
missioner  be  wdde  and  systematic  so  that 
public  awareness  would  not  be  left  to 
chance. 

While  the  Commissioner  agrees  fully 
with  the  objective  expressed  by  the  com¬ 
ment,  he  believes  it  imdesirable  to  modify 
the  provision  to  impose  on  the  agency 
what  could  be  viewed  as  a  requirem^t  to 
establish  a  special  distribution  pnx^edure. 
Every  reasonable  effort  will  be  made  by 
the  agency  to  distribute  the  material  so 
that  it  reaches  as  many  segments  of  the 
public  as  possible. 


3.  Many  comments  were  received  in 
response  to  several  aspects  of  §  '2.5 
Submission  of  documents  to  hearing 
clerk;  computation  of  time;  availability 
for  public  disclosure  (21  CFTl  2.5) .  Sev¬ 
eral  comments  objected  to  the  require¬ 
ment  in  proposed  §  2.5(b)  that  submis¬ 
sions  signed  by  attorneys  or  other  au¬ 
thorized  representatives  be  accomijanied 
by  signed  statements  of  authorization, 
unless  documentation  of  authorization 
has  previously  been  submitted  as  part  of 
the  administrative  file  in  the  same  pro¬ 
ceeding.  ’The  comments  argued,  gen¬ 
erally,  that  the  requirement  was  exces¬ 
sive;  that  it  was  unwarranted  to  assume 
that  an  attorney  would  undertake  to 
represent  a  party  before  the  agency  when 
he  wras  not  authorized  to  do  so.  Many 
comments  argued  that  such  a  require¬ 
ment  was  obviously  superfluous  when  the 
attorney  is  in-house  counsel  to  a  cor¬ 
poration  or  organization.  One  comment 
inquired  whether  such  an  attorney,  if  an 
officer  of  the  company,  would  be  required 
to  have  his  authority  verified  by  another 
officer,  and  whether  the  corporate  seal 
must  also  be  affixed.  Several  comments 
noted  that  the  Federal  courts  do  not  re¬ 
quire  the  verification  contemplated  by 
the  proposed  rule,  and  thus  questioned 
whether  there  could  be  a  valid  basis  for 
imposition  of  the  requirement  by  FDA. 

After  consideration  of  the  comments, 
the  Commissioner  has  concluded  that  the 
requirement  should  be  deleted.  He  is  per¬ 
suaded  by  those  comments  questioning 
whether  unauthorized  submissions  have 
been  a  problem  for  the  agency,  and  he 
concedes  that  they  have  not.  In  any 
event,  he  believes  that  sanctions  already 
available,  notably  18  U.S.C.  1001  (the 
“False  Reports  to  the  Government  Act”) , 
as  well  as  the  Canons  of  Professional 
Ethics,  will  adequately  ensure  that  at¬ 
torneys  or  others  representing  parties 
or  interested  persons  before  the  agency 
are  authorized  to  do  so. 

A  conforming  change  in  §  2.130  (21 
CFR  2.130),  which  in  part  establishes  a 
similar  verification  requirement  for  any 
person  representing  another  in  a  formal 
evidentiary  public  hearing  under  Sub¬ 
part  B,  will  be  made  in  a  subsequent 
publication. 

4.  Several  comments  objected  to  the 
requirement  in  proposed  §  2.5(c)  that 
all  data  and  information  referred  to  or 
in  any  way  relied  upon  shall  be  included 
in  each  submission  in  full  and  may  not 
be  incorporated  by  reference,  and  to  the 
requirement  in  paragraph  (c)  (1)  that  a 
copy  of  any  article  or  other  reference 
or  source  be  included  in  each  submission. 

’The  comments  contended  that  these 
cmnpankm  requirements  were  imduly 
burdensome  for  various  reasons.  Several 
urged  that  submission  be  considered  un¬ 
necessary  if  the  material  (1)  is  already 
available  in  another  agency  file,  (2)  con¬ 
sists  of  rules,  regulations,  court  deci¬ 
sions,  (H*  agency  memoranda,  or  (3)  in¬ 
cludes  general  reference  materials  such 
as  standard  medical  texts.  A  comment 
suggested  that  incorporation  of  pub- 
li^ed  sources  be  permitted  unless  FDA 
later  notifies  the  party  that  toe  soiuee 
is  not  available  to  toe  agency.  It  was 
pointed  out  that  in  a  given  matter  sev- 
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eral  c<Miunents  may  logically  wish  to  rely 
(m  or  refer  to  the  same  material,  and 
inqiilred  whether  the  receipt  of  five 
copies  of  the  same  material  with  each  of 
numerous  submissions  was  necessary  or 
consistent  with  agency  purposes.  An¬ 
other  comment  similarly  questioned 
whether  requiring  receipt  of  duplicative 
material  was  consistent  with  the  avowed 
limited  agency  resources,  as  represented 
in  the  preamble  to  the  proposal,  and 
suggested  that  some  discretion  be  left 
to  the  submitting  party.  One  cMxunent 
urged  that  the  rule  be  amended  to  re¬ 
quire  the  submission  of  Mily  the  relevant 
portions  of  recognized  texts. 

The  Cwnmissioner  advises  that,  inso¬ 
far  as  submissions  rely  on  legal  docu¬ 
ments,  such  as  PDA  documents  that  are 
routinely  made  publicly  available  (e.g., 
staff  manual  guides,  hearing  tran¬ 
scripts)  ,  Federal  court  cases,  or  Federal 
laws  or  regulations,  he  has  determined 
that  copies  of  the  original  material  need 
not  be  submitted.  He  considers  it  appro¬ 
priate  to  adopt  a  similar  position  for 
submissions  that  rely  on  an  established, 
readily  available  medical  or  scientific 
textbook.  Section  2.5(c)  of  this  final  reg¬ 
ulation  reflects  these  changes.  More¬ 
over,  in  accordance  with  §  2.1  (a) ,  S  2.5 
would  not  change  other  agency  regula¬ 
tions  that  permit  referencing  of  mate¬ 
rials  in  other  types  of  administrative 
submissions  (e.g.,  §  310.9  Designated 

journals  (21  C)PR  310.9),  waiving  with 
respect  to  the  agency’s  new  drug  regula¬ 
tions  the  submission  of  reprints  and 
summaries  appearing  in  the  journals 
listed). 

However,  the  Commissioner  does  not 
agree  with  other  suggestions  made  in  the 
cranments.  He  advises  that  the  agency 
cannot,  with  its  limited  resources,  be  left 
to  ferret  from  its  voluminous  files  docu¬ 
ments  to  which  reference  is  made  in  sub¬ 
missions.  The  filing  systems  used  by  the 
Hearing  Clerk  and  most  other  agency 
offices  require  manual  searches  to  locate 
most  materials.  The  Cwnmlssloner  ad¬ 
vises  that  §  2.5(c)  permits  referencing 
of  material  in  the  a^inlstrative  file  of 
the  same  proceeding.  He  finds  imwork- 
able,  however,  the  suggestion  to  allow 
submissions  to  be  made  without  refer¬ 
enced  documents,  if  the  information 
(other  than  those  types  expressly  ex¬ 
cepted)  is  believed  to  exist  in  a  different 
agency  file.  In  such  cases,  the  CTommls- 
sioner  concludes  that  the  burden  of  fil¬ 
ing  duplicative  material  is  less  than  the 
burden  on  the  agency  of  manually  locat¬ 
ing  identical  material  in  other  files,  and, 
If  it  is  not  foxmd,  of  notifying  a  party 
at  that  time  to  submit  it. 

In  response  to  the  comment  urging 
that  the  rule  be  amended  to  require  only 
the  sulMnission  of  relevant  portions  of 
recognized  texts  (and,  presumably,  other 
documents),  §  2.5(c)  (3)  as  promulgated 
provides  specifically  for  the  deletion  of 
Irrelevant  material  from  references  of 
any  type.  The  Commissioner  cautions, 
however,  that  material  that  is  relevant 
but  not  necessarily  supportive  of  a  sub¬ 
mission  may  not  be  omitted. 

5.  Several  ccxnments  objected  to  the 
requirement  in  paragrai;^  (c)  (6)  of  pro¬ 


posed  §  2.5,  which  provides  for  the  rejec¬ 
tion  of  submitted  documents  that  fail 
to  comply  with  any  requli^nent  of  the 
regulations.  The  Commissioner  advised 
in  the  preamble  to  the  proposal  that 
strict  adherence  to  the  requirements' for 
sulHnisslons  would  be  required,  and  that 
failure  to  cwnply  could  result  in  rejec¬ 
tion  of  a  submission  by  the  Hesiring 
CTlerk,  or  its  exclusion  from  considera¬ 
tion. 

One  comment  considered  the  rule  too 
inflexible,  and  contended  that  it  is  un¬ 
justified  where  the  flaw  is  procedural 
and  can  be  corrected  easily.  The  com¬ 
ment  further  protested  that  no  time  limit 
was  imposed  on  the  Hearing  Clerk  to  re¬ 
ject  a  document,  and  that  the  proposed 
rule  did  not  provide  for  deferral  of  the 
agency  decision  in  connection  with  which 
the  document  had  been  submitted  until 
any  defect  in  the  submission  had  been 
corrected.  Similarly,  another  comment 
inqiiired  whether  the  resubmission  of  a 
rejected  comment  must  be  within  the 
original  time  specified,  referring  to  pro¬ 
posed  S  2.112(c)  in  Subp>art  B  (21  CFR 
2.112(c)),  which  provides  for  resubmis¬ 
sion  of  objections  or  requests  for  a  hear¬ 
ing  within  the  original  30-day  time  pe¬ 
riod.  One  comment  suggested  that  15 
days  be  allowed  from  the  day  of  rejec¬ 
tion  to  allow  a  person  to  resubmit  any 
rejected  comment  or  other  document. 
Still  another  comment  urged  that  rejec¬ 
tion  of  a  comment  be  permitted  only  in 
the  case  of  a  serious  failure  to  comply 
with  reasonable  requirements  that  are 
authorized  by  statute.  Another  comment 
suggested  that  the  test  for  rejection 
should  be  that  the  document  patently 
fails  to  comply  substantially  with  the  re¬ 
quirements,  and  ccanplained  that  the 
case  cited  in  the  preamble  to  the  pro¬ 
posal,  Municipal  Light  Boards  v.  Federal 
Power  Commission,  450  F.  ^d  1341  (D.C. 
Cir.  1971),  cert,  denied,  405  U.S.  989 
(1972),  does  not  authorize  rejection  of  a 
submission  for  failure  to  adhere  exactly 
to  formal  submission  requirements.  One 
comment  urged  that  a  rii^t  of  appeal  be 
provided  to  permit  challenges  to  the  re¬ 
jection  of  submissions.  A  final  comment 
suggested  that  proposed  S  2.5(c)  (6)  be 
revised  to  permit  amendment  of  a  sub¬ 
mission  as  a  matter  of  right  when  the 
submission  is  foimd  to  be  procedurally 
deficient. 

The  Commissioner  concludes  that  the 
provision  be  promulgated  as  proposed. 
He  finds  insubstantial  the  comments  ob¬ 
jecting  to  the  authority  of  the  Hearing 
Clerk  to  reject  submissions  for  failure 
to  adhere  to  the  requirements  of  Part  2. 
These  requirements  have  been  imposed  to 
facilitate  agency  business  by  avoiding  the 
submission  of  requests  or  comments  that 
are  specious,  insubstantial,  or  that  fail 
to  contain  justification  adequate  to  per¬ 
mit  the  Commissioner  to  evaluate  prop¬ 
erly  the  request  or  submission. 

The  Commissioner  -advises  that  the 
agency  is  not  obliged  to  provide  addi¬ 
tional  time  for  resubmission  when  a  sub¬ 
mission  has  been  properly  rejected.  He 
believes  the  requirements  for  submissicm 
are  precise  enough  to  be  met  in  the  first 
instance — and  that  persons  failing  to 


meet  them,  rather  than  the  agency, 
should  bear  the  responsibility  for  the 
failure.  Moreover,  to  provide  an  ex¬ 
tended  time  for  filing  would  clearly  pro¬ 
mote  the  filing  of  insubstantial  submis¬ 
sions  as  a  device  to  obtain  additional 
time.  Consequently,  he  disagrees  as  well 
with  those  comments  demanding  that 
an  administrative  right  of  appeiil  or 
right  of  resubmission  be  accorded  when 
a  submission  is  rejected. 

The  Commissioner  also  rejects  tlie  sug¬ 
gestion  that  he  amend  the  requirements 
to  permit  rejection  only  when  a  submis¬ 
sion  “substantially”  departs  from  the  re¬ 
quirements;  to  do  so  would  also  invite 
the  submission  of  incomplete  and  inade¬ 
quate  documents.  He  has  essentially  in 
^is  section  reserved  the  right  to  reject 
submissions  that  are  inadequate  for  the 
purposes  for  which  they  are  submitted. 
At  the  same  time,  he  advises  that  sub¬ 
missions  will  not  be  rejected  frivolously 
or  casually.  Nor  will  rejection  automati¬ 
cally  preclude  consideration  when  a  cor¬ 
rected  submission  is  not  filed  in  a  timely 
fashion.  Comment  closing  dates  in  in¬ 
formal  rule  making,  for  example,  indi¬ 
cate  only  when  the  Commissioner  is  no 
longer  legally  obligated  to  consider  a 
comment;  they  do  not  prohibit  him  from 
considering  comments  filed  late,  and  he 
frequently  does  so.  The  Commissioner 
advises  that  in  implementing  these  re¬ 
quirements  he  intends  to  continue  to 
observe  a  basic  policy,  of  fairness  in  de¬ 
termining  whether  a  submission  is  ac¬ 
ceptable. 

6.  Several  comments  objected  to  the 
various  substantive  requirements  in  §  2.5 
for  submissions  to  the  Hearing  Clerk. 
Some  comments  objected  to  the  require¬ 
ment  of  proposed  §  2.5(a)  that  submis¬ 
sions  be  filed  in  quintuplicate.  One  urged 
that  a  comment  or  submission  should  not 
be  rejected  for  the  failure  to  submit  the 
required  number  of  copies.  The  conunent 
also  noted  that  the  regulations  fail  to 
define  “sulMnission.”  Another  comment 
suggested  retaining  the  present  prac¬ 
tice  of  specifying  the  number  of  copies 
in  each  Federal  Register  notice. 

The  Commissioner  advises  that  “sub¬ 
mission”  is  Intended  to  have  its  com¬ 
mon  dictionary  meaning.  Those  docu¬ 
ments  that  must  be  “submitted”  to  the 
Hearing  Clerk  for  each  type  of  contem¬ 
plated  agency  action,  moreover,  are  ade¬ 
quately  described  in  the  final  regulation, 
and  therefore  no  special  definition  of 
“submission”  is  necessary. 

The  Commissioner  concludes  that  the 
final  regulation  will  retain  the  specifica¬ 
tion  of  the  niunber  of  copies  of  a  sub¬ 
mission,  although  as  a  matter  of  practice 
the  number  of  copies  will,  as  one  of  the 
comments  suggested,  also  be  specified  in 
the  relevant  Federal  Register  notice. 
Based  on  a  reassessment  of  agency  needs, 
the  Commissioner  has  reduced  to  foiu- 
the  number  of  c(H>ies  required  to  be  sub¬ 
mitted,  except  where  otherwise  specified. 
A  conforming  change  has  been  made  in 
§  2.10(b)  (4)  (21  CFR  2.10(b)(4))  deal¬ 
ing  with  the  submission  of  c(»nments  in 
response  to  a  pnHJOsed  regulation. 

The  question  of  the  number  of  copies 
Is  one  with  which  each  Federal  agency 
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must  deal.  Although  agencies  do  possess 
duplicating  facilities,  most  are  fully  uti¬ 
lized  in  duplicating  agency-originated 
records.  That  FDA  needs  several  c(H>ies 
of  submissions  is  obvious — copies  must 
not  only  be  on  display  for  public  exami¬ 
nation  but  must  be  forwarded  to  agency 
employees  and.  frequently,  to  agency 
counsel  for  evaluation  and  action.  Many 
submissions  number  scores  of  pages  and 
FDA  lacks  the  resources  to  duplicate 
every  one  received.  Because  duplicating 
facilities  are  widely  available,  the  Com¬ 
missioner  deems  it  rersorab’e  to  expect 
the  public  to  imdertake  the  task  of  du¬ 
plication.  Nonetheless,  the  Commissioner 
advises  that  the  regulations  do  provide 
some  exceptions  to  the  general  require¬ 
ment  that  four  copies  be  submitted.  With 
respect  to  comments  filed  In  response  to 
proposed  rule  making,  §  2.10  permits  in¬ 
dividuals  to  file  one  copy,  on  the  basis 
of  the  Commissio’^cr’s  experience  that 
submissions  by  individuals  (1)  are  less 
frequently  received,  (2)  are  submitted 
by  persons  often  lacking  access  to  dupli¬ 
cating  facilities,  and  (3)  are  generally 
shorter  than  submissions  from  manufac¬ 
turers,  industry  groups,  and  public  in¬ 
terest  organizations.  Section  2.19(1)  (21 
CFR  2.19(i) )  permits  lesser  numbers  of 
copies  to  be  submitted:  namely,  three 
copies  of  comments  responding  to  ad¬ 
visory  opinions.  In  this  final  regulation, 
that  section  permits  in^iividuals  to  sub¬ 
mit  one  copy.  The  Commissioner  believes 
that  adequate  justification  has  not  been 
presented  to  r^uce  further  the  numbers 
of  copies  required.  Rather,  he  views  the 
requirements  as  necessary  for  the  effi¬ 
cient  conduct  of  agericy  business  and  not 
significantly  burdensome. 

In  response  to  a  cf>mment  inquiring 
whether  comments  will  be  reject^  for 
failure  to  provide  the  requisite  copies, 
the  Commissioner  advises  that  he  will 
not  normally  reject  these  comments,  al¬ 
though  he  has  expressly  reserved  the 
right  to  do  so.  In  most  situations,  where 
the  failure  to  provide  the  required  copies 
is  not  habitual,  the  Hearing  Clerk  will 
merely  file  the  copy  received  and,  de¬ 
pending  on  its  length  either  request  the 
person  making  the  submission  to  provide 
additional  copies,  or  moke  copies  using 
agency  facilities.  The  rule  must  permit 
some  flexibility,  and  the  Hearing  CJlerk 
will  exercise  appro  'riatc  judgment  con¬ 
sistent  with  maintaining  efficiency  in  the 
filing  of  documents. 

7.  One  comment  protested  the  require¬ 
ment  in  proposed  §  2.5(e)  that  certain 
submissions  shall  be  considered  filed  on 
the  date  of  receipt.  The  comment  com¬ 
plains  that  this  provides  an  advantage 
to  persons  located  in  Washington,  DC. 

The  Commissionor  a<^vi«;“s  that  the  re¬ 
ceipt  date  is  considered  the  filing  date 
for  only  a  small  number  of  actions,  e.g., 
petitions  for  reconsideration  imder  §  2.8 
and  requests  for  administrative  stays  of 
action  imder  §  2.9,  where  a  strict  filing 
time  is  specified  to  facilitate  a  prompt 
administrative  decision.  Establishing  a 
date  other  than  the  receipt  date  as  the 
day  of  filing  in  these  limited  circum¬ 
stances  would  not  be  workable.  The  Com¬ 
missioner  views  any  disadvantage  to  per¬ 


sons  outside  the  Washington  area  to  be 
minimal,  and  to  be  clearly  outweighed 
by  the  agency  need  to  act  expeditiously 
in  certain  limited  types  of  matters. 

The  Commissioner  advises  that  in  most 
proceedings,  except  when  another  date 
is  specified,  §  2.5(e),  as  proposed  and 
finalized,  provides  that  the  postmark 
shall  be  considered  to  be  the  date  of 
filing.  This  rule  applies  equally  to  all 
persons  regardless  of  their  geographic 
location  and  the  Commissioner  finds  this 
rule  reasonable. 

8.  One  comment  asked  implicitly 
whether  proposed  S  2.112(c),  specifying 
steps  the  Hearing  Clerk  will  take  in  filing 
objections  or  requests  for  hearing,  should 
logically  be  incorporated  into  §  2.5.  The 
Commissioner  deems  the  comment  to  be 
valid,  but  advises  that,  as  a  matter  of 
drafting  preference,  the  references  to 
“Subpart  B  of  this  part”  in  §  2.5(j)  ade¬ 
quately  incorporate  the  appropriate  pro¬ 
vision  of  §  2.112  into  §  2.5. 

9.  Some  comments  objected  to  certain 
of  the  bases  for  rejecting  comments 
stated  in  proposed  §  2.5(c)  (3)  and  (5). 
One  comment  characterized  the  refer¬ 
ence  to  intemperate  matter  in  S  2.5(c) 
(5)  as  vague  and  suggested  deleting  the 
requirement.  Another  contended  that  it 
is  impracticable  to  remove  all  Irrelevant 
matter  as  specified  in  §  2.5(c)  (3).  argu¬ 
ing  that  to  do  so  would  make  many  docu¬ 
ments  unintelligible  and  put  undue  em¬ 
phasis  on  the  matter  retained.  One 
comment  suggested  that  what  is  irrele¬ 
vant,  defamatory,  scurrilous  or  intem¬ 
perate  could  vary  widely,  and  argued 
that  the  provisions  for  resubmlsslon 
were  therefore  Inadequate. 

The  Commissioner  views  the  issue 
raised  by  the  comments  as  having  some 
merit.  He  believes,  however,  that  al¬ 
though  the  meaning  of  these  words  may 
vary,  the  standards  can  be  fairly  ad¬ 
ministered.  The  Commissioner  must  re¬ 
tain  the  ability  to  reject  submissions 
whose  content  is  clearly  inappropriate 
for  a  public  government  file.  He  believes 
that  proposed  S  2.5(c)  (3)  and  (5)  con¬ 
tains  a  reasonably  objective  statement 
of  criteria  to  be  used,  and  thus  hsw  re¬ 
tained  them  in  the  final  regulation. 

The  Commissioner  advises  that  the 
comment  regarding  deleting  irrelevant 
material  has  read  the  requirement  too 
narrowly.  The  requirement  does  not  in¬ 
tend  that  submissions  must  contatn 
only  carefully  screened  material  that 
eliminates  every  irrelevancy.  He  advises, 
rather,  that  submissions  should  not  in¬ 
clude  wholly  irrelevant  material  that 
can  easily  be  excised  before  submission, 
e.g.,  chapters  of  a  book  that  are  unre¬ 
lated  to  the  matter  at  hand.  When  thus 
viewed,  he  believes  the  requirement  to  be 
both  necessary  and  desirable. 

10.  Comments  expressed  most  con¬ 
cern  about  the  requirement  in  proposed 
§  2.5(j)  (2)  (i)  that  material  consisting 
of  safety  and  effectiveness  data  and  in¬ 
formation  or  a  protocol  for  a  test  or 
study  be  filed  with  the  Hearing  Cfferk 
and  be  made  available  for  public  exam¬ 
ination.  but  not  for  copying,  if  such  ma¬ 
terial  is  submitted:  (1)  With  an  objec¬ 
tion  or  request  for  a  hearing  filed  pur¬ 
suant  tp  Subpart  B  of  Part  2;  (2)  at  a 


formal  evidentiary  public  hearing  pur¬ 
suant  to  Subpart  B  of  Part  2;  (3)  at  a 
public  hearing  before  a  Public  Board  of 
Inquiry  pursuant  to  Subpart  C  of  Part 
2;  (4)  at  an  alternative  form  of  pubUc 
hearing  before  a  public  advisory  com¬ 
mittee:  or  (5)  at  a  public  hearing  before 
the  Commissioner  pursuant  to  §  2.117(a) 
(2)  or  (3)  (21  CFR  2.117(a)  (2)  or  (3) ) . 
Section  2.5(j)  (2)  (iii)  propiosed  further 
that  such  material  would  be  on  public 
display  and  available  for  examination 
only  for  such  time  as  is  necessary  to 
permit  public  participation  in  the  public 
hearing,  and  any  related  judlcisd  review. 
Proposed  §  2.5(j)  (2)  (iv)  would  spiecify, 
in  addition,  that  this  limited  availability 
woyld  not  constitute  prior  disclosure  to 
the  public  as  defined  in  §  4  81  (21  CFR 
4.81)  of  the  FDA  public  information  reg¬ 
ulations  under  Part  4  (21  CTH  Part  4), 
and  would  prohibit  any  such  InfoiTna- 
tion,  if  improperly  copied,  from  being 
resubmitted  to  the  agency  In  support  of 
a  petition  or  other  request. 

The  many  comments  on  the  proposed 
requirement  expressed  essentially  .similar 
objections.  Several  comments  argraed 
that  allowing  examinaticHi  but  not  copy¬ 
ing  of  confidential  safety  and  effective¬ 
ness  information  w'ould  be  violative  of 
the  relevant  statutory  provisions  prohib¬ 
iting  disclosure  of  trade  secret  informa¬ 
tion,  i.e.,  18  U.S.C.  1905  and  section  301 
(j)  of  the  Federal  Food,  Drug,  and  Cos¬ 
metic  Act  (21  U.S.C.  331(j))  and  would 
be  inconsistent  with  prior  agoicy  posi¬ 
tions,  primarily  reflected  in  its  public  in¬ 
formation  regulations,  and  the  new  drug 
regulations  imder  §  314.13  (21  CFR 
314.13).  The  comments  insisted  that 
these  regulatiims  clearly  inovide  that 
previously  undisclosed  safety  and  effec¬ 
tiveness  data,  at  least  insofar  as  they  re¬ 
late  to  a  cnoduct  subject  to  a  new  drug 
application  (NDA)  (or  new  animal  drug 
application  (NADA) ) .  are  trade  secrets 
and  not  subject  to  public  disclosure,  cit- 
ii«  Morgan  v.  FDA.  495  F.  2d  1075  (D.C. 
Cir.  1974).  The  comments  insisted,  fur¬ 
ther,  that  if  such  information  is  entitled 
to  confidential  treatment,  it  is  entitled 
to  full  and  not  partial  confidentiality; 
that  the  law  does  not  provide  for  degrees 
of  nondisclosure:  and  that  making  such 
material  available  simply  for  examina¬ 
tion  cannot  fairly  be  charaeterized  as 
am^thing  other  than  disclosure. 

One  comment  suggested  that  permit¬ 
ting  public  examination  of  safety  and  ef¬ 
fectiveness  data  may  result  in  a  court 
finding  that  the  data  no  longer  retain 
their  trade  secret  status.  Still  another 
ccnnment  maintained  that  submission  of 
trade  secret  material  to  a  third  person 
destroys  trade  secret  status  under  com¬ 
mon  law  and  may  thus  influence  parties 
not  to  sulmiit  information  because  of  the 
likelihood  of  disclosure. 

One  comment  claimed  that  the  posi¬ 
tion  ignores  the  competitive  value  of  the 
information  and  that  even  limited  ex¬ 
posure  to  such  data  can  greatly  facilitate 
a  competitor’s  filing  an  NDA  for  an  iden¬ 
tical  or  similar  drug.  The  comment  urged 
that  mere  exposure  to  the  results  of  a 
competitor’s  research  points  to  ip- 
proaches  found  most  effective  and  elimi¬ 
nates  much  of  the  trial  and  error  experl- 
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enced  by  the  originator  of  the  data.  A  re¬ 
lated  comment  noted  that  protocols  and 
test  data  may  often  have  a  commercial 
value  beyond  the  single  product  or  inrod- 
uct  class  for  which  they  were  submitted. 
Several  comments  indicated  that  a  mere 
viewing  of  such  documents,  particularly 
by  trained  scientists,  can  yield  much  in¬ 
formation. 

Another  ccmunent  questioned  the  view 
stated  in  the  proposal  that  the  only  value 
of  the  information  would  be  in  its  re¬ 
submission  to  FDA.  The  comment  con¬ 
tended,  as  did  others,  that  such  data  had 
other  commercial  value.  The  comment 
suggested  that  the  data  would  be  valua¬ 
ble  in  obtaining  product  approvals  in  for¬ 
eign  countries,  in  desi^iing  clinical 
studies  on  similar  compounds,  and  in 
verifying  the  results  of  independent  re¬ 
search. 

Several  comments  also  disputed  the 
representation  in  proposed  S2.5(j)(2) 
(iii)  that  the  agency  would  not  accept 
such  material  if  improperly  coined  and 
submitted,  pointing  out  that  FDA  has 
already  taken  the  positkm  in  the  pream¬ 
ble  to  its  public  informati(Hi  regulations 
published  in  the  Federal  Register  of  De¬ 
cember  24.  1974  (39  FR  44602)  that  it 
could  not  imder  presoit  law  refuse  to 
approve  an  identical,  similar,  or  related 
drug  on  the  basis  of  Information  that 
has  been  disclosed.  Moreover,  the  com¬ 
ments  questioned  whether,  even  if  FDA 
could  lawfully  refuse  to  accept  such  data, 
it  could  effectively  enforce  the  ban  on 
copying,  or  readily  determine  when 
wrongfully  copied  data,  effectively  dis¬ 
guised.  were  being  resulmfftted. 

One  comment  asked  whether  the 
agency  would,  for  example,  require  a  sec¬ 
ond  submitter  to  provide  evidence  that 
the  information  was  not  obtained  by  un> 
authorized  copying.  One  comment 
pointed  out  that  the  rule  fmced  a  party 
to  face  the  penalty  of  foregoing  a  hear¬ 
ing,  guaranteed  him  by  statute,  if  he  did 
not  wish  to  disclose  his  data.  A  related 
comment  suggested  that  no  need  existed 
for  public  display  of  safety  and  effective¬ 
ness  data  when  a  hearing  involved  an 
NDA.  It  contended  that  the  principal 
participants  in  an  NDA  hearing  are  the 
manufacturer  and  the  agency,  and  that 
if  the  data  were  available  to  these  par¬ 
ties,  there  would  be  no  need  to  make  it 
otherwise  available,  except  through  the 
already  established  use  of  summaries. 
Another  comment  suggested  that  the 
regulations  not  be  finalized  imless  the 
FDA  public  information  requirements 
were  upheld  in  a  suit  against  the  regula¬ 
tions  brought  by  the  Pharmaceutical 
Manufacturers  Association. 

Several  comments  opposing  the  adop- 
ti(m  of  proposed  §  2.5(j)  (2)  suggested 
alternatives  in  lieu  of  the  proposed  man¬ 
ner  of  disclosure  of  the  material.  One 
comment  suggested  maintaining  confi¬ 
dentiality  by  limiting  any  disclosure  to 
properly  concerned  parties  under  appro¬ 
priate  protective  orders  granted  by  the 
administrative  law  judge  nr  authorized 
presiding  officer.  It  suggested  that  such 
an  arrangement  has  been  held  valid  in  a 
freedom  of  information  context,  citing 


Porter  County,  etc..  League  v.  U.S. 
Atomic  Energy  Commission,  380  F.  Supp* 
360  (ND.  md.  1974).  The  comment  sug¬ 
gested  that  where  parties  were  repre¬ 
sented  by  outside  counsel,  the  documents 
could  be  disclosed  to  the  counsel  with  a 
prohibition  against  disclosure  to  the 
client.  The  comment  insisted  that  this 
procedure  would  both  protect  confiden¬ 
tiality  and  permit  full  participation  in 
the  hearing  process. 

Another  comment  contended  that  any 
need  to  disseminate  safety  and  effective¬ 
ness  data  could  be  satisfied  through  the 
use  of  summaries  under  S  314.14(d)  (21 
CFR  314.14(d) ),  dealing  with  the  treat¬ 
ment  of  such  information  when  part  of 
an  NDA,  and  the  agency’s  public  infor¬ 
mation  regulations  imder  Part  4.  It  con¬ 
cluded  that  the  material  in  question 
should  thus  be  treated  under  proposed 
§2.5(j)(3).  namely,  to  permit  neither 
examination  nor  copying. 

One  comment  suggested  that  the  re¬ 
quirements  of  proposed  §2.5(j)(3), 
which  would  prohibit  disclosure  except 
as  permitted  by  the  public  information 
regulations,  should  apply  to  disclosure 
where  participants  are  concerned.  The 
comment  would,  by  implication,  permit 
disclosing  the  material  to  parties,  al¬ 
though  it  did  not  specify  whether  the 
parties  woidd  be  able  to  do  more  than 
review  the  material.  The  comment  would 
require  any  party  permitted  to  view  the 
material  to  sign  a  statement  that  all 
trade  secrets  and  confidential  informa¬ 
tion  would  be  used  for  the  hearing  only, 
and  otherwise  kept  in  confidence. 

One  comment  expressed  views  con¬ 
trary  to  the  foregoing  criticisms  of  the 
proposal.  The  comment  protested  the 
ban  on  copying  Imposed  by  proposed 
§  2.5(J)  (2) ,  claiming  it  to  be  unwise,  \m- 
necessary,  and  unenforceable.  The  com¬ 
ment  noted  anomalies  in  the  require¬ 
ment:  that  it  would  limit  access  to  those 
who  regularly  meet  or  work  in  Washing¬ 
ton  or  regional  headquarters,  and  would 
put  a  premimn  on  an  observer’s  memory. 
It  urged  the  agency  to  “go  all  the  way” 
for  convenience  and  accuracy. 

While  the  Cinnmissloner  does  not  con¬ 
sider  each  of  the  objections  to  the  re¬ 
quirements  of  proposed  §  2.5(j)  (2)  to  be 
valid,  he  has,  upon  reconsideration  of 
the  issue,  determined  to  withdraw  the 
provision. 

The  Commissioner  agrees  that  pro¬ 
posed  §2.5(j)(2)  is  not  readily  recon¬ 
cilable  with  the  agency’s  position  under 
Part  4.  The  public  information  regulk- 
.  tions  assert  the  traditional  position  that 
previously  imdisclosed  full  reports  of 
safety  and  effectiveness  data  and  cer¬ 
tain  protocols  for  studies  are  trade 
secrets  and  are  thus  prohibited  from 
disclosure  under  both  18  n.S.C.  1905,  the 
basic  Federal  criminal  statute  prohibit¬ 
ing  the  disclosure  of  trade  secrets,  and 
section  301  (j)  of  the  act.  prohibiting 
the  revealing  of  any  information  ob¬ 
tained  under  sections  404,  406,  505,  506, 
507,  510,  512,  513,  514,  515,  516,  519,  520, 
704.  706,  or  708  of  the  act  (21  n.S.C. 
344,  346,  355,  356,  357,  360,  360b.  360c. 
360d,  360e,  360f,  360i,  360j,  374,  376,  379) 


concerning  any  method  or  process 
which  as  a  trade  secret  is  entitled  to 
protection. 

Because  of  the  large  number  of  com¬ 
ments  addressed  to  this  issue,  the  Com¬ 
missioner  believes  a  full  discussion  of 
his  reasons  for  modif3dng  the  proposal 
is  appropriate.  His  position  in  the  pro¬ 
posal  was  not  that  these  materials  were 
no  longer  trade  secrets  and  were  thus 
subject  to  disclosure,  but  rather  that 
by  limiting  access  to  them  to  viewing 
only,  and  by  precluding  their  resubmis¬ 
sion  to  the  agency  by  any  other  party, 
the  agency  would  protect  those  interests 
that  gave  these  materials  their  trade 
secret  status.  The  Commissioner  be¬ 
lieved  that  this  interpretation  of  the 
Federal  nondisclosure  statutes  was  ap¬ 
propriate.  and  that  making  the  mate¬ 
rial  so  available  would  enhance  the 
various  hearing  processes  by  allowing 
all  participants  access  to  information 
germane  to  the  hearing. 

The  Commissioner  continues  to  be¬ 
lieve  that  the  public  availability  of  the 
information  in  question  coidd  enhance 
the  utility  and  fairness  of  the  public 
hearings  provided  for  in  Part  2.  He  has 
changed  his  position  on  the  basis  of 
three  factors:  (1)  Upon  reconsideration, 
he  concludes  that  Congress  has  deter¬ 
mined  that  such  information  may  not 
be  disclosed  to  the  general  public  and 
that  he  must  abide  by  that  determina¬ 
tion  even  in  the  context  of  public  hear¬ 
ings,  where  access  to  the  Information 
may  have  a  demonstrable  public  bene¬ 
fit;  (2)  the  “look-but-don’t-copy-rule,” 
and  the  concomitant  prohibition  against 
resubmission  of  the  material,  would  in¬ 
vite  circumvention  through  both  sur¬ 
reptitious  efforts  at  copying  and  dis¬ 
guised  resubmission,  and  could  not  be 
effectively  enforced;  (3)  the  benefit  to 
the  hearing  process  would  be  problemat¬ 
ical.  The  Commissioner  cannot  say  with 
assurance  that  mere  access  to  the  data, 
without  copying,  would  permit  the  mean¬ 
ingful  participation  in  the  hearing  proc¬ 
ess  that  was  the  objective  of  the  proposal. 

The  provision  has  been  modified,  as 
suggested  by  a  comment,  to  subject  pre¬ 
viously  undisclosed  safety  and  effective¬ 
ness  data  and  information,  including 
protocols,  in  a  hearing  setting  to  the 
restrictions  against  disclosiure  in  pro¬ 
posed  §2.5(j)(3)  (redesignated  as  par¬ 
agraph  (j)(2)  in  this  final  regulation), 
which  will  make  the  information  avail¬ 
able  to  all  persons  in  accordance  with 
Part  4,  the  agency  public  information 
regulations.  As  a  practical  matter,  this 
will  provide  for  the  display  of  agency- 
prepared  or  -approved  summaries  for 
unlimited  viewing  and  copying  in  the 
office  of  the  Hearing  Clerk,  or  dissemi¬ 
nation  of  such  summaries  on  request. 

The  Commissioner  has  also  added  a 
new  paragraph  (j)  (3)  to  §  2.5,  to  permit 
disclosure  of  safety  and  effectiveness 
data  and  Information,  and  otherwise  im¬ 
disclosed  protocols  for  tests  and  studies, 
pursuant  to  a  protective  order  issued  by 
the  administrative  law  judge  at  a  formal 
evidentiary  public  hearing  pursuant  to 
Subpart  B,  or  by  the  presiding  officer  at 
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a  public  hearing  before  a  Public  Board  of 
Inquiry  piu'suant  to  Subpart  C,  or  an 
alternative  form  of  public  hearing  before 
a  public  advisory  committee  or  a  public 
hearing  before  the  Commissioner  pursu¬ 
ant  to  §  2.117(a)  (2)  or  (3)  (21  CPR 
2.117(a)  (2)  or  (3)).  Any  protective  or¬ 
der  must  prohibit  the  disclosure  of  such 
confidential  data  except  Insofar  as  the 
administrative  law  judge  or  other  pre¬ 
siding  oflBcer  determines  necessary  for 
the  proper  conduct  of  the  hearing.  Para¬ 
graph  (j)  (3)  accordingly  permits  dis¬ 
closure  only  in  in  camera  proceedings 
from  which  persons  not  specifically  per¬ 
mitted  access  to  the  data  would  be  ex¬ 
cluded.  The  order  must  specify  to  whom 
the  information  is  to  be  made  available, 
o.g.,  to  parties  or  participants,  or  only 
their  counsel.  The  regulation  thus  per¬ 
mits  the  administrative  law  judge  or 
other  presiding  officer  to  fashion  a  pro¬ 
tective  order  to  meet  the  circumstances 
of  individual  proceedings  so  long  as  the 
stated  requirements  are  met.  The  re¬ 
quirements  of  proposed  §  2.5(j)  (2)(lv), 
prohibiting  the  resubmission  of  any  ma¬ 
terial  so  disclosed,  are  incorporated  into 
new  paragraph  (j)  (3). 

The  Commissioner  believes  the  use  of 
protective  orders  and  in  camera  proceed¬ 
ings  meets  most  of  the  objections  in  the 
comments  to  the  disclosure  of  this  In¬ 
formation.  He  notes  that  the  use  of  in 
camera  administrative  proceedings  to 
protect  the  confidentiality  of  informa¬ 
tion  is  recognized  in  the  regulations  of 
other  agencies,  e.g.,  16  CFR  3.45,  provid¬ 
ing  for  in  camera  orders  in  proceedings 
before  the  Federal  Trade  Commission, 
and  he  is  confident  that,  consistent  with 
applicable  statutes,  such  orders  can  be 
properly  used  in  FDA  hearings.  For  all 
interested  persons  not  permitted  to  par¬ 
ticipate  in  in  camera  proceedings  held 
as  part  of  an  administrative  hearing 
where  confidential  safety  and  effective¬ 
ness  data  are  discussed,  summaries  of 
such  material  will  be  available  for  in¬ 
spection  and  copying  in  the  office  of  the 
Hearing  Cfierk. 

The  Commissioner  has  not  accepted 
other  recommendations  in  the  com¬ 
ments,  e.g.,  the  suggestion  that  disclosure 
be  limited  only  to  parties  to  the  hear¬ 
ings;  such  a  step  would  Increase  the 
number  of  persons  seeking  to  become 
parties  to  a  hearing  simply  to  obtain 
access  to  confidential  information.  He 
rejects  the  obvious  regulatory  response  to 
such  a  problem — to  severely  limit  who 
may  become  a  party  to  individuals,  or¬ 
ganizations,  etc.,  having  a  recognizable 
specified  interest  in  the  proceedings — ^be¬ 
cause  it  is  inconsistent  with  the  require¬ 
ments’  overall  intent  to  improve  access 
to  FDA  proceedings. 

Nor  does  the  Commissioner  believe 
that  he  could  lawfully  adopt  the  last 
suggested  alternative:  permit  copying  as 
well  as  inspection  of  the  material  in 
question.  This  would  be  unauthorized 
under  18  U.S.C.  1905  and  section  301(j) 
of  the  act. 

11.  The  final  order  promulgating  the 
pubUc  information  regulations  imder 
Part  4  advised  that  confidentiality  of 
documents  submitted  voluntarily  to  the 


Hearing  Clerk  cannot  be  established  by 
submitting  documents  marked  "con¬ 
fidential”  or  bearing  some  other  analo¬ 
gous  legend,  but  rather  can  be  established 
only  through  presubmission  review  of 
voluntarily  submitted  documents  under 
§  4.44  (21  CFR  4.44).  The  Commissioner 
advises  that  the  personnel  of  the  office 
of  the  Hearir^  Clerk  cannot  make  deci¬ 
sions  regarding  confidentiality.  Again, 
the  Commissioner  advises  that  the  pre¬ 
submission  review  procedure  of  §  4.44 
must  be  followed  by  any  member  of  the 
public  who  wishes  information  submitted 
voluntarily  to  the  agency  in  a  public 
proceeding  to  be  held  confidential.  He 
has  incorporated  language  to  that  effect 
in  §  2.5(c)  (6).  In  the  ^absence  of  an 
affirmative  determination  of  confiden¬ 
tiality  under  §  4.44,  FDA  will  continue 
to  make  publicly  available  all  materials 
submitted  to  the  Hearing  Clerk,  notwith¬ 
standing  any  claims  of  confidentiality 
made  on  the  face  of  a  docxunent. 

12.  Concern  was  expressed  within  the 
agency  during  the  rule  making  process 
regarding  the  need  for  submissions  from 
standard-setting  organizations  in  whi(di 
an  FDA  employee  Is  participating  under 
S  2.21  (21  C!PR  2.21).  The  Commissioner 
advises  that  such  organizations  cannot 
properly  rely  on  the  FDA  employee  to 
convey  their  views  regarding  an  antici¬ 
pated  agency  action.  Rather,  any  such 
group  should,  regardless  of  the  number 
or  identity  of  agency  employees  partici¬ 
pating  in  its  activities,  offer  submissions 
in  its  own  name  in  accordance  with  this 
subpart  whenever  the  organization 
wishes  to  make  its  views  known  to  the 
agency. 

Section  2.6  Initiation  of  administra¬ 
tive  procedures  (21  (JPR  2.6)  which  spec¬ 
ifies  generally  how  agency  action  may 
be  initiated  is  adopted  substantially  as 
proposed.  Such  action  may  be  Initiate^! 
(1)  by  any  Interested  person  who  peti¬ 
tions  the  Commissioner  in  accordance 
with  the  requirements  of  this  part  (» 
other  agency  regulations,  (2)  by  the 
Commissioner,  on  his  own  initiative,  or 
(3)  when  a  court  refers  any  such  matter 
to  the  Commissioner  after  holding  the 
matter  in  abeyance,  dismissing  an  action 
regarding  the  matter  in  question,  or 
making  other  appropriate  judicial  dis¬ 
position  of  the  matter. 

13.  A  clarifying  change  has  been  made 
in  §  2.6(c) .  As  prop>osed,  the  section  re¬ 
quired  the  Comml^ioner  to  institute  a 
proceeding  “•  •  •  whenever  any  court 
holds  in  abeyance  or  refers  any  such 
matter  to  him  for  *  •  •  determinatton 
and  the  Commissioner  concludes  that 
the  making  of  such  a  determinati<m  is 
feasible  in  light  of  agency  priorities  and 
resources.”  The  phrase  “holds  in  abey¬ 
ance”  might  be  understood  to  refer  to  a 
matter  then  before  the  agency  and  not, 
as  was  intended,  simply  to  a  matter  then 
before  the  court.  The  referral  by  a  court 
in  §  2.6(c)  means  only  those  referrals 
not  sought  by  the  Commissioner,  which 
are  to  be  distinguished  from  referrals 
discussed  in  paragraph  (b)  of  §  2.6.  Ihe 
latter  result  from  initiatives  by  the  Com¬ 
missioner  to  have  a  matter  within  the 
agency’s  primary  jurisdiction  and  pend¬ 


ing  before  a  court  referred  to  the  agency 
for  decision  or  reconsideraticm.  The  lan¬ 
guage  of  §  2.6(c)  has  been  clarified  to 
refiect  this  distinction. 

14.  The  only  comment  received  on 
proposed  §  2.6  urged  that  §  2.6(a) ,  relat¬ 
ing  to  administrative  matters  subject  to 
citizen  petitions,  exclude  food  additive 
petitions  imder  §  121.51  (21  CPR  121.51) . 
NDA’s  under  §  314.1  (21  CFR  314.1) ,  and 
NADA’s  imder  §514.1  (21  CPR  514.1). 
The  comment  argued  that  allowing  any 
person  to  petition  the  Commissioner  to 
revoke  an  NDA  could  create  outside 
pressures  inconsistent  with  the  exercise 
of  sound  judgment,  and  could  require 
that  the  holder  of  the  NADA  spend  sub¬ 
stantial  time  answering  such  a  petitiim, 
even  when  the  petition  was  without . 
basis. 

The  Commissioner  disagrees  with  the 
comment’s  contention  that  any  inter¬ 
ested  person  should  not  be  entitled  to 
petition  to  modify  or  reverse  any  agen¬ 
cy  action,  including  one  that  may  have 
i^tially  been  taken  ex  parte,  such  as 
the  aM>roval  of  an  NDA  or  NADA.  The 
effects  of  such  actions  clears  extend  to 
the  public  generally,  and  the  public  thus 
is  entitled  to  initiate  agency  review  of 
such  decisions. 

The  Commissioner  also  notes  that  the 
comment  aiH>ears  po  misunderstand  the 
nature  of  the  requirement.  The  mere 
submission  of  a  petition  under  the  sec¬ 
tion  does  not  obligate  the  C(xnmis6ioner 
to  undertake  agency  action  {q>art  from 
reviewing  the  petition  (e.g.,  §  2.7(e)  (21 
CFR  2.7(e))).  Thus,  the  mere  filing  of 
a  petition  to  Revoke  an  ^proved  NDA 
would  not,  as  the  comment  postulates, 
automatically  oblige  the  bidder  of  the 
NDA  to  reply.  Such  reply  would  be  nec¬ 
essary  on^  if  the  Commissioner  pro¬ 
poses  to  take  an  actiim  on  the  petition 
adverse  to  the  NDA  holder;  such  actkm 
would  be  proposed  only  after  his  decisicm 
that  the  petition  w'as  meritmlous.  The 
comment  is  accordingly  rejected 

Section  2.7  Citizen  petltiofi  (21  CFR 
2.7)  codifies  the  requii^nmts  for  citi¬ 
zen  petitions,  the  mechanism  by  which 
any  member  of  the  public  may  seek 
agency  actlcm  on  any  matter,  except  for 
the  referral  of  matters  to  a  United  States 
attorney  for  the  initiation  of  court  en- 
forconent  action  and  related  regulatory 
activities  that  are  wdthin  the  exclusive 
discretion  of  the  Commissioner.  As  noted 
in  the  preamble  to  the  iHoposed  rule,  in 
the  past  FDA  has  had  no  requiremmts 
governing  the  manner  in  which  citizens 
might  petition  the  agency  to  undertake 
agency  action.  This  has  resulted  In  con¬ 
fusion  and  uncertainty  on  the  part  of 
those  who  wish  to  petition  the  agency,  as 
wrell  as  on  the  part  of  agency  employees, 
on  how  to  handle  particular  requests 
from  the  public. 

15.  Ihe  final  regulaticm  contains  a  new 
requirement,  not  proposed,  that  a  citizen 
petitioner  supply,  when  specifically  re¬ 
quested  by  the  Commissioner  following 
review  of  the  petition.  Information  im  the 
ecimomic  consequences  of  the  action  re¬ 
quested.  Pursuant  to  Hxecutlve  Order 
11821,  OMB  Circular  No.  A-107,  and 
HEW  Guidelines,  FDA  is  required 
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to  consider  the  Inflationary  impact 
of  legislative  proposals  and  major 
rules  and  regulations  that  It  initiates, 
llhe  Commissioner  has  therefore  added 
a  new  paragraph  D,  to  the  citizen 
petition  form  set  forth  in  5  2.7(b) 
that  req\iires  citizen  petitioners,  when 
requested,  to  sulxnlt  the  type  of  inJForma- 
tion  required  vmder  KO.  11821  to  be  con¬ 
sidered  by  executive  agencies  in  assessing 
the  inflationary  impact  of  proposed  ac¬ 
tions.  The  sulHnission  of  information  re¬ 
lating  to  inflatlmiary  Impact  would  not 
be  required  of  every  citizen  petitlcxi- 
While  evaluation  of  the  inflationary  im¬ 
pact  of  agency  action  is  important,  the 
one  court  that  has  addressed  the  issue 
has  held  that  agency  action  is  not  sub¬ 
ject  to  reversal  because  of  alleged  defi¬ 
ciencies  in  an  inflation  impact  statement 
(Independent  Meat  Packers  Association 
V.  Butz,  526  P.2d  228  (8th  Cir.  1975) ) .  The 
Commissioner  believes  it  justifiable, 
therefore,  to  elicit  such  information  from 
petitioners  only  when  he  believes  that 
additional  information  is  necessary  to 
evaluate  the  consequences  of  acting  on  a 
petition.  In  addition,  the  Commissioner 
will  take  into  consideration  the  ability  of 
the  petitioner  to  provide  relevant  infor¬ 
mation  and  he  recognizes  that  it  is 
Incumbent  on  the  agency  also  to  obtain 
such  information  from  soui’ces  other 
than  the  petitioner. 

16.  Proposed  §  2.7  does  not  obligate  the 
Commissioner  to  respond  definitively  to 
citizen  petitions  within  a  given  time 
frame,  except  where  time  limits  are  pre¬ 
scribed  by  statute.  Several  ccMnments  ob¬ 
jected  to  this  provision.  The  commoits 
Identified  what  they  considered  a  lack 
of  fairness,  pointing  out  that  other  pro¬ 
visions  of  the  pr(H>06ed  regulations  <e.g., 
5  2.11  (21 CPR  2.11) )  specify  that  admin¬ 
istrative  remedies  be  exhavisted  before 
comi;  review  can  be  obtained.  One  com¬ 
ment  complained  that  a  lack  of  a  definite 
response  period  operated  to  the  disad¬ 
vantage  of  consumer  groups  as  compared 
to  Indiistry  petitlcmers,  contending  that 
In  the  past,  consumer  petitions  filed  with 
FDA  have  been  forgotten. 

The  preamble  to  the  proposal  identified 
several  reasons  vdiy  no  time  period  for 
response  by  the  agency  to  petitimis  had 
be^  specified  and  explained  that  limited 
agency  resources  make  it  Impractical  for 
the  agency  to  deal  promptly  with  peti¬ 
tions  concerning  subjects  of  low  priority. 
Moreover,  the  preamble  noted  that  spec¬ 
ifying  a  time  period  for  reply  might  force 
the  agency  to  decline  requested  action 
simply  because  it  could  not  act  wiUiin 
the  time  allowed. 

After  reviewing  the  various  argiunents, 
the  Commissioner  has  determined  that 
the  agency  should  obligate  itself  to  re¬ 
spond  to  a  petitioner,  at  least  prelimi¬ 
narily,  within  a  specified  time  period.  He 
has  determined  that  such  a  requirement 
will  on  balance  enhance  agmcy  efficiency 
in  conducting  its  business.  Moreover,  the 
Commissioner  believes  that  the  obliga¬ 
tion  to  respond  to  a  citizai  petition,  when 
that  response  is  overdue,  must  be  re¬ 
garded  as  a  priority  matter  regardless  of 
the  petitl(m’s  content,  if  the  agency  is  to 
maintain  the  public  confidence  in  its 
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ability  to  deal  with  the  issues  within  its 
jurisdictiim. 

Accordingly,  as  suggested  by  S(»ne  com¬ 
ments.  5  2.7(e)  has  been  revised  to  re¬ 
quire  that  the  agency  respond  within  180 
days  to  any  petition  s\flxnltted  under  that 
section.  The  response  shah  be  either  (1) 
approval,  accompanied  by  some  form  of 
Implementing  action,  e.g..  the  publica¬ 
tion  of  a  notice  of  proposed  rule  nuking, 
(2)  denial,  constituting  final  agency  ac¬ 
tion,  or  (3)  a  tentative  resp<mse,  indicat¬ 
ing  why  the  agency  has  been  unable  to 
reach  a  declsicm  on  the  merits  of  the 
petition,  e.g.,  because  of  other  agency 
priorities,  a  need  for  additional  informa¬ 
tion,  or  other  stated  reason.  The  tenta¬ 
tive  response  may  indicate  the  likely 
agency  response,  and  may  specify  when  a 
definitive  response  may  be  glvoi. 

The  CJommissioner  believes  this  modi¬ 
fication  will  eliminate  the  uncertainty 
on  the  part  of  petitioners  that  the  com¬ 
ments  attribute  to  past  agency  handling 
of  petitions,  and  thus  responds  to  what 
appears  to  be  the  major  objection  raised 
by  the  ccHnments.  x 

17.  Section  2.7(g),  as  proposed  and 
as  promulgated,  permits  any  petitioner 
to  supplement,  amend,  or  withdraw  his 
petition  at  any  time  before  referral  of 
the  petition  for  hearing.  After  such  a 
ruling  or  referral,  however,  the  petition 
may  be  withdrawn  only  with  the  sq>- 
proval'  of  the  Commissioner.  An  editorial 
modification  has  been  made  to  the  sec¬ 
tion  to  clarify  its  meaning. 

18.  One  comment  suggested  that  §  2.7 
be  modified  to  state  expressly  that  vol¬ 
untary  withdrawal  of  a  petition  shall 
be  without  prejudice  to  its  resubmission. 
The  Commissioner  concurs  that  this  is 
consistent  with  the  intent  of  the  section, 
and  has  revised  5  2.7(g)  accordingly.  The 
Commissioner  also  advises,  however,  and 
has  modified  §  2.7(g)  to  provide,  that 
when  a  petition  may  only  be  withdraw 
with  the  agency’s  approval,  the  petition¬ 
er  may  resubmit  it  only  with  the  agency’s 
approval. 

19.  Section  2.7(1)  requires  the  Hear¬ 
ing  Clerk  to  maintain  a  chronological 
list  of  all  petitions  filed  under  that  sec¬ 
tion,  and  imder  §  2.19,  but  excludes  from 
the  list  petitions  submitted  to  other  parts 
of  the  agency  p\irsuant  to  5  2.6(a)(1). 
The  list,  as  proposed,  would  include  for 
each  petition  the  docket  number  estab¬ 
lished  by  the  Hearing  Clerk,  the  date 
the  petition  wsus  filed  by  the  Hearing 
Clerk,  the  name  of  the  petitioner,  and 
the  subject  matter  involved.  One  com¬ 
ment  suggested  that  a  new  item  con¬ 
cerning  the  disposition  of  the  petition 
be  added  so  Uiat  interested  persons 
might  more  easily  determine  what  ac¬ 
tion  FDA  has  taken  on  the  petition.  The 
Commissioner  concurs  with  the  sugges¬ 
tion  and,  as  promulgated,  paragraph  (1) 
has  been  modified  accordingly. 

20.  One  comment  luged  that  if  peti¬ 
tions  are  permitted  to  be  filed  elsewhere 
in  the  agency  and  not  listed  by  the 
Hearing  Clerk,  the  regulation  should 
provide  for  publication  of  notice  in  the 
Federal  Register  and  direct  communi¬ 
cation  with  the  holder  of  any  NDA  or 


-Ibv'o 

NADA  that  Is  the  subject  of  tlie  peti¬ 
tion. 

The  Commissioner  advises  that  the 
procedures  for  revocation  of  an  NDA  or 
NADA  are  codified  In  both  the  Federal 
Food,  Drug,  and  Cosmetic  Act  and  agen¬ 
cy  reemlatlons  (section  505(e)  of  the  act 
and  §  314.121  (21  CFR  314.121) ;  section 
512(e)  of  the  act  and  f  514.121  (21  CFR 
514.121) )  and  already  provide  for  notifi¬ 
cation  of  the  holder  of  an  approved  NDA 
or  NADA  as  part  of  any  proceeding  for 
revocation.  Accordingly,  no  amendment 
to  the  regulations  is  necessary. 

21.  Many  comments  objected  to  the  re¬ 
quirements  in  paragraph  B  of  the  pro¬ 
posed  form  for  a  citizen  petition  in 
5  2.7(b)  that  each  petition  include 
“•  •  •  representative  data  and  infor¬ 
mation  known  to  the  petitioner  that  are 
unfavorable  to  the  petitioner’s  position.” 
Some  of  the  comments  suggested  that 
this  requirement  might  violate  the  con¬ 
stitutional  protection  against  self-in¬ 
crimination,  pointing  out  that  a  penal 
sanction  may  arise  from  the  failure  to 
comply.  One  comment  questioned  wheth¬ 
er  a  violation  of  the  False  Reports  to  the 
Government  Act  would  arise  from  a  fail¬ 
ure  to  provide  required  adverse  infor¬ 
mation.  Another  cixnment  maintained 
that  to  require  a  lawyer  to  include  such 
information  might  cimfilct  with  his  pro¬ 
fessional  obligations.  Another  comment 
suggested  that  the  adverse  information 
might  be  misrepresented  wittingly  or 
imwittingly.  That  comment  urged 
that  the  requirement  was  inappropriate; 
that  truth  in  such  matters  should  arise 
ultimately  from  the  clash  of  opposing 
view'points.  At  least  one  comment  at¬ 
tempted  to  characterize  the  confiict  as 
one  setting  industry  against  consiuner. 
and  suggested  that  while  the  require¬ 
ment  might  be  fitting  for  an  industry 
petition,  it  would  have  a  "chilling”  ef¬ 
fect  on  citizen  petitions.  Another  com¬ 
ment  suggested  the  provision  would  give 
the  agency  an  imfair  advantage  in  court, 
should  its  decision  on  the  petition  be 
latter  subject  to  judicial  review.  Still 
other  comments  argued  that  the  re- 
qulronent  was  superfluous,  contending 
that  FDA  would  be  obligated  in  any 
eve^  to  seek  out  adverse  Information 
on  its  own.  A  final  comment  suggested 
that  the  requirement,  if  adopted,  should 
be  revised  to  apply  only  to  scientifically 
backed  data  and  information,  and  that 
it  not  encompass  unsupported  lay  opin¬ 
ion. 

The  Commissioner  does  not  accept 
these  arguments,  and  has  promulgated 
the  requirement  as  pr(qx>s^.  He  finds 
that  those  comments  that  attempt  to 
characterize  administrative  rule  making 
resulting  from  citizen  petitions  as  a  type 
of  litigation,  and  those  that  equate  re¬ 
quiring  inclusion  of  "luifavorable  infor¬ 
mation”  with  self-lnciimlnatioai,  mis¬ 
understand  the  nature  of  administrative 
rule  making.  In  rule  making,  the  agency 
is  attemptli^  to  make  jud^ents  about 
regulatory  policy  on  the  basis  of  all  the 
scientific  Information  that  is  available 
on  a  subject  There  is  thus  no  valid 
analogy  between  the  Interests  of  partid- 
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pants  in  a  rule  making  proceeding  and 
the  interests  of  those  involved  In  a 
criminal  trial. 

Equally  Important  is  the  failure  of  the 
comments  to  recognize  that  divulging  ad¬ 
verse  information  may  advance  rather 
than  detract  from  a  participant’s  po¬ 
sition.  The  administrative  record  of  a 
particular  matter  may  contain  informa¬ 
tion  adverse  to  the  Commissioner’s  de¬ 
cision  and  still  be  legally  sufficient  to 
support  the  decision.  Indeed,  in  making 
many  administrative  decisions,  the  Cwn- 
missioner  will  often  choose  between  com¬ 
peting  versions  of  the  “facts.”  What  the 
comments  overlook  is  that  a  decision 
favorable  to  a  petitiwi  that  reflects  a  re¬ 
view  of  Information  and  arguments  both 
supportive  of  and  adverse  to  the  petition 
is  likely  to  be  credible,  and  thus  ulti¬ 
mately  more  supportable,  than  a  decision 
reached  on  the  basis  only  of  supportive 
information, 

'The  Commissioner  also  rejects  the  sug¬ 
gestion  that  only  scientifically  backed 
adverse  information  should  be  required 
to  be  included.  Issues  that  come  ^fore 
the  Commissioner  rarely  turn  on  deflni- 
tive  or  imcontradicat^  evidence,  and 
adverse  educated  opinion,  even  if  lay 
opinion,  should  be  Included  if  for  no 
other  reason  than  to  permit  the  agency 
to  explore  the  matter  fxirther  if  It  so 
desires. 

22.  The  Commissioner  also  rejects 
comments  that  protested  the  proposed 
requirement  that  citizen  petitions,  to  be 
acceptable  for  requirements  were  de¬ 
manding  and  that  their  inflexibility 
would  discourage  citizens  from  filing 
petitions.  ’The  comment  contended  that 
a  document  should  be  accepted  as  a  peti¬ 
tion  if  it  Includes  ( 1 )  the  word  “petition,” 
(2)  a  statement  of  the  petitioner’s  re¬ 
quest  and  reasons,  and  (3)  a  signature, 
address,  and  telephone  number.  Another 
comment  su^ested  that  a  simple  letter 
be  accepted  when  the  request  cannot  be 
answered  simply  by  letter.  A  third  com¬ 
ment  suggest^  that  a  petition  not  be 
rejected  for  deficiencies  of  form  until 
FDA  had  assisted  the  petitioner  in  bring¬ 
ing  the  petition  into  conformity, 

’The  requirement  that  citizen  petitions 
take  a  particular  form  and  contain  spe¬ 
cifically  prescribed  information  is  not 
intended  to  create  obstacles  to  persons 
who  would  petition  for  particular  agency 
action.  Given  the  heavy  workload  of  the 
agency,  the  Commissioner  believes  it 
necessary  to  give  formal  petitions  a 
status  different  from  mere  inquiries  or 
suggestions  so  that  he  may  properly  re¬ 
spond.  The  agency  may  expend  signifi¬ 
cant  resources  in  responding  to  citizen 
petitions  and  the  Commissioner  believes 
it  proper  for  any  person  requesting 
agency  action  to  set  forth  with  stnne 
completeness  the  basis  for  the  request. 
The  Commissioner  does  not  find  the  sub¬ 
stantive  requirements  of  §  2.7  onerous, 
and  believes  that  laymen  can  readily 
comply. 

Moreover,  the  regulations  are  respon¬ 
sive  to  the  comment  requesting  the 
agency  to  assist  a  petitioner  In  bringing 
a  peUtlon  into  compliance.  Section  2.5 


(c)(6),  which  applies  to  citizen  petitions 
filed  pursuant  to  S  2.7,  provides,  as  pro¬ 
posed,  that  if  the  Hearing  Clerk  discerns 
that  a  petition  or  other  submission  faffs 
to  meet  formal  requirements,  the  sub¬ 
mission  will  be  returned  to  the  petitioner 
with  a  copy  of  the  applicable  regulations 
indicating  how  the  document  fails  to 
comply,  without  prejudice  to  the  peti¬ 
tioner’s  right  to  resubmit  the  document 
in  proper  form. 

23.  Many  comments  also  objected  to 
the  requirement  in  proposed  §  2.7(b) 
that  each  petition  contain  an  environ¬ 
mental  impact  analysis  report  in  the 
form  specified  in  §  6.1(g)  (21  CFR  6.1 
(g) ) .  Some  of  these  comments  apparent¬ 
ly  misunderstood  the  requirement  as  re¬ 
lating  to  an  environmental  impact  state¬ 
ment,  for  this  reference  is  contained  in 
several  of  the  comments.  The  Commis¬ 
sioner  advises  that  a  full  environmental 
impkct  statement  is  not  required  as  part 
of  a  citizen  petition.  The  report  specified 
in  §  6.1  reqxilres  general  and  nontech¬ 
nical  information  on  the  environmental 
aspects  of  contemplated  action,  scHne  of 
which  will  have  been  provided  in  other 
parts  of  a  citizen  petition. 

Comments  from  some  consumer  groups 
argued  that  nonindustry  petitioners  did 
not  have  the  resources  to  prepare  en¬ 
vironmental  impact  analyses,  or  urged 
that  the  requirement  be  that  such  a  re¬ 
port  be  submitted  only  if  the  agency 
shoffid  later  advise  a  petitioner  of  the 
need  for  an  environmental  impact  state¬ 
ment.  One  comment  suggest^  that  in 
such  as  case  the  agency  shoiffd  prepare 
the  environmental  impact  analysis  re¬ 
port. 

The  Commissioner  rejects  the  view 
that  petitions  from  nonindustry  sources 
shoiffd  be  exempt  from  the  need  for  en¬ 
vironmental  evaluation,  or  that  public 
interest  or  consumer  groups  should  not 
conduct  the  review  required  in  an  en¬ 
vironmental  Impact  analysis  report.  The 
Commissioner  regards  the  information 
provided  in  such  a  report  as  Important 
in  his  evaluation  of  a  petition,  for  the 
information  will  help  determine  whether 
the  agency  will  be  required  to  prepare, 
should  It  decide  to  tmdertake  the  re¬ 
quested  action,  an  environmental  impact 
statement.  In  cases  where  the  environ¬ 
mental  effects  of  an  action  will  be  mini¬ 
mal,  the  burden  of  preparing  the  re¬ 
quired  report  will  be  correspondingly  re¬ 
duced. 

24.  A  few  comments  objected  to  the 
requirement  of  proposed  §  2.7(b)  that  a 
petitioner  certify  the  truthfulness  of  the 
information  contained  in  the  petition. 
One  comment  argued  that  the  require¬ 
ment  creates  confusion,  because  it  ap¬ 
pears  to  limit  the  vigor  with  which  a  pe¬ 
titioner  may  argue  against  denial  of  his 
petition  without  violating  the  False  Re¬ 
ports  to  the  Government  Act.  Another 
comment  argued  that  the  proposed  cer¬ 
tification  is  unnecessary  because  §  2.5(1) 
already  provides  that  all  submissions 
constitute  a  representation  that  all 
statements  therein  are  true  and  accu¬ 
rate. 

The  Comnffssitmer  has  decided  to  re¬ 
tain  the  certification  requlremmt  in  a 
citizen  petiticm.  He  views  as  spurious  the 


argument  that  the  requirement  makes 
impossible  the  obligation  of  a  petitioner 
to  include  information  imfavorable  to 
the  petition;  all  that  is  required  is  that 
a  petitioner  include  such  informati(xi  as 
is  known  to  him.  Finally,  while  the  re¬ 
quirement  may  be  technically  redimdant, 
its  Inclusion  will  remind  petitioners  to 
verify  the  accuracy  of  their  submissions. 

Section  2.8  Administrative  reconsid¬ 
eration  of  action  (21  CFR  2.81  provides 
for  reconsideration  by  the  Commissioner 
of  any  administrative  matter  on  his  own 
initiative,  and  with  respect  to  a  matter 
initiated  imder  §  2.6(a) ,  on  the  basis  of 
a  iietition  submitted  by  any  interested 
person.  The  section  is  adc^ited  essentially 
as  proposed- 

25.  Comments  on  S  2.8  objected  to 
what  they  urged  were  unnecessarily  rigid 
requirements  of  form  for  a  petition  for 
reconsideration.  The  Commissioner  does 
not  accept  the  objection.  He  has  specified 
the  form  such  petitions  must  take,  not 
out  of  any  preoccupation  with  form,  but 
because  he  believes  that  petitions  for  re- 
consideraticm,  given  their  Importance 
and  the  need  for  prompt  resolution  of 
the  issues  they  raise,  must  contain  cer¬ 
tain  reqiffsite  information.  The  minimiun 
requirements  are  set  forth  In  the  sec¬ 
tion,  and  the  Commissioner  finds  them 
to  be  simple  and  straightforward.  They 
are  not  Intended  to  be,  nor  does  the  Com¬ 
missioner  find  them  to  be,  onerous  in  any 
respect. 

26.  Conynents  also  objected  to  the  re¬ 
quirement  in  proposed  §  2.8(b)  that  a 
petition  for  reconsideration  be  filed 
within  30  dasrs  of  the  action  that  is  to 
be  reconsidered-  One  comment  urged 
that  the  30-day  provision  be  extoidable 
for  good  cause  on  the  basis  of  new  evi¬ 
dence:  the  comment  argued  that  to  re¬ 
quire  the  proceeding  to  be  reopened  by 
toe  filing  of  a  new  petition  would  be 
wasteful  of  toe  resources  of  toe  petltionM* 
and  toe  agency.  One  comment  also  urged 
the  addition  of  language  to  toe  section 
to  require  that  specific  notice  of  the 
Commissioner’s  original  decislcm  be  pro¬ 
vided  to  all  parties  to  an  action  so  that 
they  would  be  assured  of  knowing  when 
toe  30-day  period  begins. 

The  Commissioner  believes  that  the 
requirement  that  a  petition  for  recon¬ 
sideration  be  filed  within  30  da3rs  of  toe 
action  is  reasonable.  Such  a  petition 
se^s  immediate  review  of  agency  action 
by  the  Commissioner  on  toe  basis  of  the 
same  information  as  was  before  him  at 
toe  time  of  his  original  decision.  The 
Commissioner  regards  the  need  for 
prompt  submission  to  be  self -apparent. 
The  Commissioner  also  does  not  accept 
toe  suggestion  that  toe  30-day  period  be 
made  extendable  on  toe  basis  of  new 
evidence.  He  advises  that  reconsideration 
is  limited  to  toe  data  and  information 
on  which  the  original  action  was  taken. 
Moreover,  to  ad<K>t  toe  suggestion  woiffd 
undermine  the  finality  of  agency  actions. 

The  Commissioner  also  rejects  the  sug- 
«gestl(m  that  all  parties  to  a  proceeding 
be  specifically,  l.e.,  personally,  notified 
so  that  they  will  know  that  the  30 -day 
period  has  begun.  The  Crnmnlssioner  ad¬ 
vises  that  he  believes  publication  of  a  de¬ 
cision  in  the  Federal  Register  provides 
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adequate  notice  of  when  a  decision  has 
been  made.  A  conforming  change  has 
been  made  in  §  2.8(b)  to  indicate  that, 
for  purposes  of  computing  the  30 -day 
period,  the  date  of  publication  shall  be 
considered  the  date  of  the  decision. 
Where  the  decision  of  the  agency  is  not 
announced  by  Federal  Register  publi¬ 
cation,  the  parties  involved  would  be  per¬ 
sonally  notified  of  the  decision,  e.g.,  a 
denial  of  a  citizen  petition  under  S  2.7 
(e) .  The  Commissioner’s  decision  would 
also  be  placed  in  the  public  file  of  the 
matter.  The  Commissioner  does  not  be¬ 
lieve  that  further  notice  to  the  public  of 
agency  decisions  is  legally  required, 
practicable,  or  necessary. 

Section  2.9  Administrative  stay  of  ac¬ 
tion  (21  CFR  2.9)  provides  a  mechanism 
by  which  the  Commissioner  may  stay  the 
effective  date  of  any  administrative  ac¬ 
tion  (but  not  Including  court  enforce¬ 
ment  aetlon)  cm  his  own  initiative,  or 
on  the  petition  of  any  interested  person. 
The  section  is  adopted  without  signifi¬ 
cant  change. 

27.  One  comment  objected  to  what  it 
considered  to  be  unnecessary  require¬ 
ments  for  the  form  of  these  petitions. 
As  stated  in  his  response  to  similar  ob¬ 
jections  regarding  §  2.7  and  §  2.8,  the 
Commissioner’s  insistence  on  prescribing 
the  form  of  such  petitions  arises  from 
the  need  to  assure  that  they  contain 
adequate  information  on  which  to  base 
a  judgment.  The  requirements  are  not  so 
complicated  or  rigid  that  the  Commis¬ 
sioner  feels  obliged  to  relax  them. 

28.  One  cmnment  urged  that  the  pro¬ 
posed  30-day  period  for  response  was  too 
short.  The  comment  point^  to  the  60- 
day  period  generally  provided  for  seek¬ 
ing  judicial  review,  and  the  90 -day  period 
specified  in  section  701(f)  of  the  act  (21 
U.S.C.  701(f) )  for  seeking  judicial  review 
of  agency  action  resulting  from  proceed¬ 
ings  governed  by  section  701(e)  of  the 
act  (21  U.S.C.  701(e)). 

’The  Commissioner  believes  that  a  30- 
day  period  is  adequate  for  interested 
persons  to  seek  an  administrative  stay 
of  agency  action.  It  is  important  that 
such  requests  be  reviewed  expeditiously 
so  that  court  review,  if  desired,  will  not 
be  imduly  delayed.  The  comment,  more¬ 
over,  fails  to  distinguish  review  of  ad¬ 
ministrative  action,  which  normally  re¬ 
lates  to  the  merits  of  the  action,  from  a 
stay,  which  only  delays  implenientation 
of  the  action.  A  petition  for  st'ay  raises 
issues  that  ordinarily  are  far  less  com¬ 
plex  than  a  challenge  to  the  merits,  and 
the  references  to  the  longer  statutory 
periods  in  the  comment  are  thus  not 
relevant. 

29.  The  Cwnmissioner  disagr^s  with 
comments  urging  that  the  filing  of  a  peti¬ 
tion  for  a  stay  should  automatically  stay 
the  action  for  a  period  of  time  after  the 
Commissioner’s  decision  on  the  petition. 
These  comments  also  urged  that  the  reg¬ 
ulation  provide  that  no  final  order  shall 
become  effective  in  less  than  a  specified 
time  period.  The  result  of  accepting  these 
ccHnments  would  be  that  no  action  of  the 
Commissioner  could  become  effective  un¬ 
til  affected  parties  have  had  time  to  peti¬ 
tion  the  agency  for  a  stay,  and  if  denied. 


to  seek  a  stay  in  the  courts.  Hie  com¬ 
ments  argued,  however,  that  the  failure 
to  so  provide,  given  Uie  Commissioner’s 
stated  intention  to  oppose  any  judicial 
stay  imtil  he  has  had  an  opportunity  to 
review  such  a  request  administratively, 
would  allow  parties  to  be  irreiKu^ably 
harmed  by  agency  decisions  without  be¬ 
ing  able  to  seek  judicial  review  of  them. 

As  stated  in  the  preamble  to  the  pro¬ 
posed  rule,  the  Commissioner’s  «iforce- 
ment  duties  under  the  regulatory  statutes 
for  which  he  is  responsible  require  that 
he  have  discretion  to  determine  when  en¬ 
forcement  or  other  regulatory  action  is 
appropriate,  subject  to  judicial  review. 
The  requirements  of  S  2.9  as  promulgated 
do  not,  in  the  Cmnmissioner’s  judgment, 
deprive  any  individual  of  due  process, 
and  are  fully  consistent  with  applicable 
law. 

30.  One  comment  objected  that  parties 
are  not  apprised  quickly  when  the  Com¬ 
missioner  has  made  a  decision,  as  when 
publication  in  the  Federal  Register  is 
delayed  for  several  days  following  a  deci¬ 
sion.  Direct  mail  notice  to  all  pen-ties  was 
requested. 

’The  preamble  to  the  proposed  regula¬ 
tion  Indicates  that  the  day  of  publica¬ 
tion  in  the  Federal  Register  will  be  the 
day  of  decision  for  purposes  of  petitions 
to  stay  an  administrative  action.  The 
Commissioner  believes  this  provision  will 
minimize  to  the  extent  practicable  the 
delay  Inherent  in  advising  an  entire  na- 
ticm  of  an  agency  decision.  Some  delay  is 
imavoidable.  A  conforming  change  has 
been  made  in  §  2.9(b). 

31.  One  comment  urged  that  the  Com¬ 
missioner  obligate  himself  to  respond  to 
a  petition  for  stay  within  a  specified  time 
period.  The  Commissioner  has  obligated 
himself  to  respond  “promptly,”  and  he 
believes  further  specificity  is  neither 
practicable  nor  necessary. 

Section  2.10  Promulgation  of  regula- 
ticms  for  the  eflScient  enforcement  of  the 
law  (21  CFR  2.10)  specifies  the  proce¬ 
dures  the  Commissioner  will  utilize  in 
the  promulgation  of  regulations  under 
the  basic  grant  of  rule  making  authority 
contained  in  section  701(a)  of  the  Fed¬ 
eral  Food,  Drug,  and  Cosmetic  Act,  and 
the  rule  making  provisions  of  the  Ad¬ 
ministrative  Procedure  Act  (5  U5.C, 
553) .  Procedures  for  the  promulgation  of 
regulations  pursuant  to  the  more  formal 
requirements  of  sectimi  701(e)  of  the  act 
and  5  U.S.C.  556  and  557  are  contained  in 
§  rvi2  (21  CTFR  2.12)  and  in  Subpart  B  of 
Pa3t  2,  except  insofar  as  those  sections 
incorporate  by  reference  some  of  these 
requirements. 

32.  Section  2.10 (g>  specifically  pre¬ 
scribes  what  constitutes  the  record  of  an 
administrative  proceeding  under  §  2.10. 
The  proposal  incorrectly  established  as 
the  closing  date  of  the  record  the  day 
of  publication  of  the  final  regulation  in 
the  Federal  Register.  ’This  would  tech¬ 
nically  have  permitted  new  information 
to  be  submitt^  after  the  Commissioner’s 
adoption  of  a  regulation,  but  before  its 
publication.  Any  such  information,  how¬ 
ever,  must  be  submitted  under  a  new  pe¬ 
tition  filed  in  accordance  with  other  sec¬ 
tions  of  these  requirements,  e.g.,  S  2.7. 


4C."7 

Ccmsequently,  §  2.10(h)  has  been  revised 
to  provide  that  the  record  shall  be  closed 
<m  the  date  the  Commissioner  signs  a 
regulaticm. 

33.  Secti<m  2.10(e)  requires  that,  when 
notice  and  public  pr(x:edure  are  not  uti¬ 
lized  in  issuing  a  regulation,  the  no^ce 
promtilgating  the  regulation  shall  pro¬ 
vide  an  opportunity  for  comment  to  de¬ 
termine  whether  the  regulation  should 
subsequently  be  modified.  In  addition, 
the  Commissioner  may.  in  his  discretion, 
similarly  permit  comment  on  any  final 
regulation.  However,  it  was  the  Commis¬ 
sioner’s  intention  that  subsequent  final 
regulations  based  on  such  comments 
need  not  in  either  case,  though  they  may, 
provide  additional  opportunity  for  cixn- 
ment  (h-  other  form  of  public  participa¬ 
tion.  Section  2.10(e)  (1)  has  been  modi¬ 
fied  to  make  this  clear  and  a  conforming 
change  has  been  made  in  $  2.10(f)  (10). 

34.  One  comment  objected  to  the  pre¬ 
disposition  against  extensions  of  the 
comment  period  that  the  Commissioner 
acknowledged  in  the  preamble  to  the 
proposed  regulation. 

’The  Commissioner’s  reasons  for  hmit- 
ing  extensions  of  the  comment  period 
were  explained  in  the  preamble  to  the 
-proposal.  Principal  among  them  is  the 
failure  of  many  people  to  take  the  stated 
time  for  ccRnment  seriously.  Nonetheless, 
the  rule  specifically  allows  for  extension 
of  the  comment  period  in  appropriate, 
though  limited,  circumstances. 

35.  The  same  comment  urged  also  that 
the  Commissioner  not  be  confined  to 
comments  in  establishing  final  rules. 

The  Commissioner  points  out  that  the 
section  does  not  require  him  to  rely  (»ily 
on  c<»nments  submitted  on  the  proposal 
when  formulating  a  final  regnilation.  Sec¬ 
tion  2.10(f)  permits  the  Commissioner 
to  use  a  wide  range  of  administrative 
mechanisms  to  obtain  information  on 
any  matter  that  is  the  subject  of  rule 
making.  Moreover,  that  §  2.10  does  not 
specifically  provide  for  the  generation 
of  new  information  by  the  agency  fol¬ 
lowing  the  publication  of  a  proposal  does 
not  preclucle  the  agency  from  doing  so. 
The  authority  to  generate  this  informa¬ 
tion  is  implicit  in  the  Commissioner’s 
authority  to  issue  regulations  imder  sec¬ 
tion  701(a)  of  the  act,  and,  indeed,  is 
recognized  in  §  2.10(g)  (5),  which  pro¬ 
vides  for  filing  with  the  Hearing  cherk 
“all  data  and  information  identified  or 
filed  by  the  Commissioner  •  •  •  as  part 
of  the  administrative  record  supporting 
the  final  regulation.” 

36.  Another  (xmiment  suggested  sub¬ 
stituting  “may”  for  “shall”  in  §  2.10(a) 
(2) .  ’The  comment  argued  that  not  doing 
so  would  make  the  Commissioner’s  fail¬ 
ure  to  publish  a  proposal  subject  to  judi¬ 
cial  review,  and  would  then  invite  a  court 
to  require  publication,  a  function  that 
should  be  reserved  exclusively  for  the 
legislative  and  executive  branches. 

’The  Commissioner  does  not  believe 
that  the  language  of  tlie  section  deprives 
him  of  the  discretion  afforded  by  the 
law.  Rather,  the  regulation  merely  speci¬ 
fies  in  general  terms  when  the  Ccxnmis- 
sioner  will  view  a  request  for  agency  ac- 
‘tion  to  be  suflBciently  meritorious  (if 
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consistent  with  law)  to  warrant  public 
and  agency  consideration.  The  provision 
does  not,  as  the  comment  mlstak^y  as¬ 
sumes,  require  the  Commissioner  to 
finalize  such  action;  §2.10(0  specifically 
provides  for  termination  of  a  rule  mak¬ 
ing  proceeding  as  one  possible  outcome 
of  review  of  the  entire  administrative 
record  based  on  a  proposal. 

37.  A  comment  urged  that  §  2.10  be 
amended  to  provide  for  time  limits  after 
the  close  of  the  comment  period  by  which 
the  Commissioner  must  issue  a  decision. 
The  comment  suggested  90  days,  with 
provision  for  an  additional  90  days  upon 
a  showing  of  good  cause. 

The  Commissioner  rejects  this  com¬ 
ment.  The  timetable  for  completion  of  a 
rule  making  action  must  remain  subject 
to  his  discretion.  Apart  from  Judgments 
about  agency  priorities,  which  them¬ 
selves  may  result  in  delays  of  varying 
length  in  concluding  some  rule  making 
actions  (but  may  frequently  result  in  the 
expeditious  handling  of  others).  It  Is 
often  not  possible  to  predict  how  quickly 

•  a  rule  making  proceeding  can  be  con¬ 
cluded  until  after  the  comments  on  the 
proposal  have  been  evaluated.  The  com¬ 
ments  may  reveal  a  need  for  additional 
proceedings,  which  if  undertaken  may 
prevent  conclusion  of  the  proceeding 
within  any  time  period  previously  speci- 

•  fied.  The  Commissioner  thus  concludes 
that  it  would  be  impracticable  to  specify 
such  a  time  period. 

38.  The  same  comment  also  suggested 
that  the  regulation  should  more  specifi¬ 
cally  state  those  narrow  circumstances, 
e.g.,  where  required  by  the  public  health 
and  safety,  when  opportunity  for  notice 
and  comment  might  be  waived,  and  limit 
use  of  this  procedure  to  situations  in 
which  alternatives  such  as  a  shorter 
comment  period  will  not  sufBce. 

The  Commissioner  finds  the  broad  lan¬ 
guage  in  §  2.10(e)(1),  “impracticable, 
unnecessary,  or  contrary  to  the  public 
interest,”  which  mirrors  the  standard  of 
5  U.S.C.  553,  to  be  more  satisfactory. 
Whether  to  dispense  with  notice  and 
comment,  including  the  use  of  alterna¬ 
tive  procedures,  is  a  decision  that  must 
largely  remain  subject  to  the  Commis¬ 
sioner’s  discretion.  The  provision  would 
clearly  permit  such  a  decision  In  the 
situation  suggested  by  the  comment, 
namely,  when  necessary  for  the  public 
health  and  safety. 

39.  One  comment  suggested  that  pro¬ 
posed  §2.10(1),  which  requires  that  the 
Hearing  Clerk  compile  a  list  of  regula¬ 
tions  proposed  and  promulgated.  Include 
within  the  list  the  disposition  of  each 
matter.  The  Commissioner  advises  that 
the  intent  to  include  the  disposition  of 
each  proposal  is  apparent  in  the  pro¬ 
posed  inclusion  In  the  list  of  regulations 
“promulgated,”  for  that  would  be  the 
ordinary  disposition  of  any  prior  pro- 

'  posed  rule.  In  response  to  the  comment, 
however,  the  Commissioner  has  deter¬ 
mined  that  the  list  should  specifically  in¬ 
clude  the  disposition  of  the  petition.  Tills 
change  conforms  to  a  similar  change  In 
§2.7(1). 

40.  One  comment  objected  to  the 
statement  in  the  preamble  that  the  Com¬ 


missioner  will  not  take  into  account  the 
niunber  of  comments  but  will  consider, 
rather,  repetitive  comments  as  one.  Tlie 
comment  states  that  this  position  dem¬ 
onstrates  a  preconceived  agency  bias  and 
implies  that  such  comments  are  not 
made  in  good  faith. 

The  Commissioner  Intends  no  such 
Implication.  His  statement  means  that  it 
is  the  substance  and  not  merely  the 
number  of  comments  that  will  be  per¬ 
suasive  in  formulating  final  regulations. 
Many  similar  conclusory  comments  will 
thus  be  less  persuasive  in  the  Commis¬ 
sioner’s  determinations  than  analler 
numbers  of  thoughtful  and  well  docu¬ 
mented  ones.  However,  §  2.10(c)  (1)  of 
the  final  regulations  recognizes  that  the 
number  of  comments  may  be  infiuential 
where  the  degree  of  public  interest  in  a 
matter  is  a  legitimate  factor  to  be  con¬ 
sidered. 

41.  To  conform  with  existing  agency 
practice,  §  2.10(f)  (9)  has  been  revised 
to  provide  for  the  publication  in  the 
Federal  Register,  when  considered  de¬ 
sirable  by  the  Commlsslcxier.  of  tenta¬ 
tive  final  regulations.  The  proposal  pro¬ 
vided  only  for  publication  of  a  notice 
of  availability  of  the  documents. 

42.  Several  comments  objected  on  vari¬ 
ous  groimds  to  the  Commissioner’s  ef¬ 
forts  in  §  2.11  Court  review  of  final  ad¬ 
ministrative  action;  exhaustion  of  ad¬ 
ministrative  remedies  (21  CFR  2.11)  to 
define  for  agency  purposes  the  doctrine 
of  exhaustion  of  administrative  reme¬ 
dies.  They  argued  that  the  policies  set 
forth  in  §  2.11  are  determined  by  statute, 
case  law,  and  the  Federal  Rules  of  Civil 
Procedure,  or  by  the  court  hearing  a 
matter,  and  in  any  event  are  not  for  the 
Commissioner  to  determine  by  regula¬ 
tion.  Several  comments  also  contended 
that  the  proposal’s  criteria  misstated  ap¬ 
plicable  law. 

One  comment,  addressing  the  an¬ 
nouncement  that  the  Commissioner  will 
oppose  requests  for  a  Judicial  stay  when 
a  request  for  an  administrative  stay  has 
not  been  timely  filed,  suggested  that  the 
exhaustion  requirement  is  inapplicable 
whep  the  administrative  remedy  is  no 
longer  available  because  it  was  not  in¬ 
voked  in  a  timely  fashion.  One  comment 
argued  that  no  new  burden  would  be 
imposed  on  the  Commis5ion»*r  if  a  stay 
were  sought  directly  from  a  court,  as  the 
administrative  record  is  the  same;  thus 
the  comment  requested  that  the  require¬ 
ment  that  a  stay  be  sought  first  from 
the  Commissioner  be  made  optional. 

Still  another  comment  argued  that 
proposed  §  2.11(c)  is  without  authority; 
that  section  10(d)  of  the  Administrative 
Procedure  Act  (5  UJS.C.  705)  plainly  au¬ 
thorizes  a  court  to  posipone  the  effective¬ 
ness  of  agency  action;  and  that  a  court 
would  not  likely  refuse  to  grant  a  stay 
simply  because  an  administrative  sti^ 
had  not  first  been  requested.  Other  com¬ 
ments  argued  that  the  provision  was  of 
no  legal  effect  and  suggested  that  it  be 
revised  to  make  clear  its  advisory  char¬ 
acter. 

The  Commissioner  is  awnre  that  it  is 

ultimately  for  a  court  to  determine 
whether  a  particular  agency  action  is 


“final”  within  the  meaning  of  section 
10(c)  of  the  Administrative  Procedure 
Act  (5  U.S.C.  704) ,  or  whether  a  plaintiff 
has  properly  exhausted  his  administra¬ 
tive  remedies.  Nonetheless,  the  Commis¬ 
sioner  believes  it  entirely  proper  to  at¬ 
tempt,  through  these  procedural  regu¬ 
lations,  to  set  forth  his  view  of  the  most 
appropriate  method  of  proceeding,  to  the 
end  of  inducing  persons  wishing  to  chal¬ 
lenge  an  FDA  action  to  do  so  at  the 
agency  level  before  seeking  court  review. 
This  regulation  will  promote  conserva¬ 
tion  of  Judicial  resources,  not  only  by 
eliminating  the  need  for  review  in  some 
cases,  but  also,  when  the  Commissioner 
does  not  change  his  initial  decision,  by 
providing  a  more  complete  record  for 
review  of  agency  action.  For  example, 
when  a  party  has  petitioned  for  recon¬ 
sideration  or  for  a  stay  of  agency  action, 
the  record  before  the  reviewing  court 
would  Include,  under  §  2.11(f).  the  rec¬ 
ord  of  such  further  proceeding,  as  well 
as  the  record  of  the  initial  decision. 

The  CkHnmissioner  considers  the  de¬ 
scribed  scheme  for  Judicial  review  to  be 
a  fair  method  of  pr(x;eedlng  for  all  per¬ 
sons.  It  will  encourage  persons  to  partici¬ 
pate  at  the  administrative  level  and  to 
advance  all  information  and  argiunents 
at  that  point,  and  it  will  require  the 
agency  to  Identify  the  information  on 
which  it  relies  and  to  explain  the  basis 
for  its  reliance.  At  the  same  time,  the 
scheme  should  preclude  interposition  of 
technical  proc^ural  objections  and 
guarantee  to  a  court  a  fixed  and  complete 
record  on  which  to  base  review.  In  this 
regard,  some  ccanments  specifically  com¬ 
ended  the  Commissioner’s  decision  not 
raise  a  lack  of  “standing”  as  a  bsisis 
for  opposing  review  of  ag«icy  decisions. 

43.  One  comment  identified  three  situ¬ 
ations  in  which,  it  contended.  Judicial 
review  may  be  appropriate  in  the  absence 
of  a  final  decision  by  the  Commissioner. 
The  comment  listed:  (1)  the  giving  of  an 
advisory  opinion  pursuant  to  §  2.19,  cit¬ 
ing  National  Automatic  Laundry  and 
Cleaning  Council  v.  Schultz.  443  F.2d  689 
(D.C.  CTir.  1971) ;  (2)  delay  of  action  by 
FDA  so  substantial  as  to  constitute  denial 
of  the  relief  requested;  and  (3)  initiation 
by  FDA  of  a  proceeding  that  it  has  no 
statutory  authority  to  conduct. 

After  considering  the  ccxnment,  the 
Commissioner  has  decided  to  consider 
advisory  opinions  issued  pursuant  to 
§  2.19  and  guidelines  issued  pursuant  to 
§  2.20  (21  CFR  2.20)  to  be  final  agency 
action.  He  acknowledges  that  such  opin¬ 
ions  and  guidelines  are  binding  on  the 
agency  until  amended  or  revoked.  Al¬ 
though.  rnider  §§  2.19(J)  and  2.20(b)  (8), 
they  are  not  legal  requirements,  the 
Commllbsioner  maintains  that  preen¬ 
forcement  review  of  such  actions  may  be 
pn^r  in  appropriate  cases  where  fur¬ 
ther  administrative  proceedings  are  not 
likely  to  clarify  the  scope  or  impact  of 
a  decision.  Advisory  opinions  and  guide¬ 
lines  have  accordin^y  been  included- 
within  the  scope  of  §  2.11  (d) . 

The  other  situations  cited  by  the  com¬ 
ment,  l.e.,  agency  delay  and  action  taken 
without  authority,  though  potoitially 
subject  to  Judicial  review  before  final  ac- 
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tion  in  limited  circumstances,  are, obvi¬ 
ously  not  appropriate  to  include  within 
§  2.11  for  they  do  not  describe  types  of 
agency  action  contemplated  by  these 
procedural  regulations,  e.g.,  proposed  or 
final  regulations,  or  advisory  opinions, 
but  simply  state  legal  reasons  why  par¬ 
ticular  agency  actitms  may  be  held  in¬ 
valid.  Accordingly,  no  change  in  the  reg¬ 
ulation  has  been  made  to  reflect  this 
part  of  the  comment. 

44.  Two  comments  stated  that  |  2.11 
(d)  should  include  a  reference  to  final 
regulations  promulgated  pursuant  to 
§  2.10  within  the  list  of  actions  considered 
by  the  Commissioner  to  constitute  final 
agency  action;  and  the  final  regulations 
have  been  amended  accordingly. 

The  Commissioner  advises  that  §2.11 
(d)  should  have  included  final  regula¬ 
tions  promulgated  pursuant  to  §  2.10,  as 
such  regulations  are  ordinarily  subject 
to  Immediate  judicial^  review  (Abbott 
Laboratories  v.  Gardner,  387  U.S.  136 
(1967)).  The  preamble  to  the  proposal, 
as  one  comment  points  out,  refers  to  final 
Tegxilations  subject  to  §  2.10,  and  its 
XHnission  from  §  2.11(d)  was  th\is  in 
error. 

45.  One  comment,  reiterating  an  objec¬ 
tion  to  §  2.9  argued  that  no  final  order 
should  become  effective  for  30  days  and 
that  a  request  for  stay  within  that  period 
should  automatically  stay  such  order 
until  10  days  after  the  Commissioner’s 
decision.  As  Indicated  in  his  response  to 
the  comments  on  §  2.9,  the  Commissioner 
concludes  that  he  mu^  retain  discretion 
to  determine  when  an  agency  action  is 
to  become  effective.  The  comment  is  ac¬ 
cordingly  rejected. 

46.  Comments  reiterated  an  additional 
objection  regarding  §  2.9,  namely  that, 
by  failing  to  require  the  Comn^sioner  to 
respond  to  a  petition  for  a  stay  within  a 
specified  time  period,  §  2.11  permitted 
him  effectively  to  delay  access  to  the 
courts  by  persons  seeking  to  challenge 
agency  action.  One  comment  added,  in 
an  apparent  reference  to  §  2.11(d),  that 
access  to  the  courts  could  also  be  limited 
if  the  Commissioner  decided  to  recon¬ 
sider  a  matter  on  his  own  initiative. 

As  stated  in  his  response  to  the  cwn- 
ments  on  §  2.9,  the  Ccnnmissioner  cannot 
obligate  himself  to  respond  to  petitions 
for  a  stay  within  a  specified  period.  He 
believes  it  essential  to  retain  discretion  to 
be  able  to  respond  to  changing  demands 
on  the  agency  in  the  manner  most  con¬ 
sistent  with  the  public-  health  and  safety. 
However,  the  Commissioner  advises  that 
his  failure  to  act  on  a  petition  for  a  stay 
does  not  limit  access  to  court  review  of 
the  merits  of  the  original  decision.  Sec¬ 
tion  2.11(e)  clearly  contemplates  that  a 
person  who  desires  to  challenge  any  de¬ 
cision  by  the  Commissioner  can  initiate  a 
suit  for  review  without  first  petitioning 
the  Commissioner.  It  is  only  with  respect 
to  an  attempt  to  obtain  a  stay  of  FDA 
action  that  the  regulations  require  that 
a  request  for  stay  be  first  submitted  to 
the  Ccmunissioner. 

Nor  would  court  review  on  the  merits 
necessarily  be  delayed  if  the  Commls- 
slicmer  determined  on  his  own  Initiative 


to  reconsider  the  matter,  as  the  cwnment 
suggested.  The  reference  in  §  2.11(d)  to 
petitions  for  reconsideration  (§  2.9)  is  in¬ 
tended  to  Indicate  only  that  the  Commis¬ 
sioner’s  action  on  such  a  petition  is  final 
agency  action  and  independently  subject 
to  judicial  review. 

47.  One  comment  stated  that  proposed 
§  2.11(d)  (2)  (i)  is  unnecessary  in  light  of 
the  clear  statement  in  the  Administrative 
Procedure  Act  that  actions  committed  to 
agency  discretion  by  law  are  not  subject 
to  judicial  review.  ’The  c<Mnment  ex¬ 
pressed  concern  that  the  provision  may 
be  interpreted  as  unduly  broadening  ex¬ 
isting  rules  in  this  regaM. 

The  Commissioner  believes  that  the  re¬ 
statement  of  the  statutory  standard  in 
these  regiUations  is  proper,  and  that  the 
example  of  unrevlewable  decisions  cited 
in  §  2.11(d)  (2)  (i) ,  I.e.,  whether  or  not  to 
recommend  initiation  of  civil  or  criminal 
enforcement  proceedings  under  sections 
302,  303  and  304  of  the  act  (21  U.S.C.  332, 
333,  334),  falls  clearly  within  his  unre- 
viewable  discretion. 

48.  One  comment  urged  that  the  refer¬ 
ence  in  proposed  §  2.11(d)  (1)  (ii)  to  "any 
interested  person’’  should  be  changed  to 
"any  person.” 

The  Commissioner  finds  the  requested 
change  unnecessary.  "Interested  person” 
is  defined  in  §  2.3(a)  (12)  to  mean,  es¬ 
sentially,  "any  person.” 

49.  One  comment  identified  two 
asserted  exceptions  to  the  general  rule 
stated  in  §  2.11(f),  which,  as  promul¬ 
gated,  limits  judicial  review  of  agency 
action  to  the  administrative  record  made 
before  the  agency.  The  comment  argued 
that  review  could  properly  go  beyond 
the  administrative  record  (1)  when  a 
court  decision  subsequent  to  the  initia¬ 
tion  of  judicial  review  plainly  decides  a 
legal  issue  that  was  not  raised  at  the 
administrative  level,  and  (2)  when  an 
issue  is  purely  a  matter  of  statutory 
construction,  does  not  require  the  exer¬ 
cise  of  administrative  expertise,  and  goes 
to  the  heart  of  the  agency’s  statutory 
authority. 

The  comment  misunderstands  the 
Commissioner’s  pxurpose  in  defining  the 
scope  of  the  administrative  record.  The 
record  is  not  Intended  to  embrace  all 
materials  relevant  to  all  of  the  legal  ob¬ 
jections  to  an  agency  action,  including 
the  type  of  legal  issues  which  comprise 
the  examples  in  the  comment.  Rather, 
the  record  of  an  administrative  proceed¬ 
ing  is  intended  to  contain  all  of  the 
factual  information  and  data  that  were 
considered  by  the  CcMnmissioner  in 
reaching  his  decision.  While  questions  of 
legal  authority  may,  from  time  to  time, 
be  raised  in  an  administrative  proceed¬ 
ing,  the  Commissioner  advises  that  the 
regiilations  do  not  prohibit  new  Issues  of 
law  including,  obviously,  questions  of  au¬ 
thority,  from  being  raised  in  subsequent 
judicial  proceedings. 

50.  One  comment  Insisted  that  the  pro¬ 
cedure  contemplated  by  proposed  §  2.11 
(b) ,  imder  which  the  Commissioner  may 
request  a  court  to  accept  a  further  ex¬ 
planation  of  his  action  without  further 
administrative  proceedings,  is  not  gen¬ 
erally  allowed  by  courts. 


The  Commissioner  notes  that  the  pro¬ 
vision  is  advisory  only.  'The  provision  can 
thus  assist  the  public  in  obtaining  judi¬ 
cial  review  of  agency  action.  The  Com¬ 
missioner  believes  that  the  procedure 
described  is  not  prohibited  by  any  stat¬ 
ute:  however,  if  the  procedure  were  not 
permitted  by  a  particular  court  it  would 
not,  obviously,  be  available  to  the  Com¬ 
missioner  in  that  instance. 

51.  Two  comments  on  proposed  §  2.12 
Promulgation  of  regulations  and  orders 
after  an  opp)ortunity  for  a  formal  evi¬ 
dentiary  public  hearing  (21  CFR  2.12) 
objected  to  Its  failure  to  distinguish  be¬ 
tween  the  right  to  an  "opportunity  for 
a  hearing,”  and  an  imqualified  right  to  a 
hearing.  By  treating  all  requests  for 
formal  evidentiary  public  hearings  uni¬ 
formly,  the  comments  argued,  proposed 
§  2.12  overlooked  Important  differences 
between  the  several  statutory  provisions 
in  the  Federal  Pood,  Drug,  and  Cosmetic 
Act  that  require  a  hearing.  The  com¬ 
ments  objected  that,  as  proposed,  §  2.12 
would  improperly  permit  use  of  the  smn- 
mary  judgment  mechanism  upheld  in 
Weinberger  v.  Hynson,  Westcott  and 
Dunning,  Inc.,  412  U.S.  609  (1973),  in 
cases  in  which  it  was  not  legitimately 
available. 

One  comment  pointed  out  that  certain 
provisions  of  the  act  require  “an  oppor- 
timity  for  a  hearing,”  e.g.,  section  505; 
that  others  require  that  "reasonable 
grounds”  must  be  stated  to  justify  a 
hearing,  e.g.,  section  507(f) ;  and  that 
still  others  purport  to  require  a  hearing 
without  any  qualification,  e.g.,  section 
701(e).  The  comment  argued  that  only 
In  two  situations  could  the  Commissioner 
refuse  to  hold  a  required  section  701(e) 
hearing:  (1)  when  objections  to  the 
Commissioner’s  order  are  a  legal  nullity, 
on  the  basis  of  Dyestuffs  and  Chemicals, 
Inc.  V.  Fleming,  271  P.2d  281  (8th  Cir. 
1959),  cert,  denied,  302  U.S.  911  (1960), 
and  (2)  when  the  objections  relate  ex¬ 
clusively  to  the  agency’s  authority  to 
take  an  action  so  that  the  factual  basis 
for  the  action  is  wholly  irrelevant.  The 
comment  urged  that  §§  2.12  and  2.113(b) 
(21  CFR  2.113(b))  be  revised  accord¬ 
ingly. 

The  Commissioner  has  issued  the  sec¬ 
tion  as  proposed.  He  concludes  that  there 
is  no  basis  for  the  comment’s  contention 
that  section  701(e)  absolutely  guaran¬ 
tees  a  formal  evidentiary  public  hearing 
whenever  one  is  requested  in  a  rule  mak¬ 
ing  proceeding  conducted  pursuant  to 
that  section.  'ITie  Commissioner  believes 
the  act  empowers  him  in  each  case  to 
establish  reasonable  threshold  x-equire- 
ments  for  the  holding  of  a  formal  evi¬ 
dentiary  public  hearing,  including  a 
hearing  on  a  regulation  governed  by  sec¬ 
tion  701(e).  The  basis  for  this  position 
has  been  set  forth  in  the  preamble  to  the 
publication  in  final  form  of  §2.113  in 
Subpart  B,  and  interested  persons  are 
referred  to  the  final  regulation  pub¬ 
lished  in  the  Federal  Register  of  No¬ 
vember  23,  1976  (41  PR  51706)  for  a  full 
statement  of  the  Commissioner’s  views 
on  the  matter. 

Section  2.13  Separation  of  functions: 
ex  parte  communications  (21  CFR  2.13) 
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prescribes  the  degree  to  which  separation 
of  functions  shall  be  observed  between 
and  within  agency  components,  in  any 
matter  that  is  subject  by  statute  to  an 
opportunity  for  a  formal  evidentiary 
public  hearing  and  in  any  matter  sub¬ 
ject  to  a  public  hearing  before  a  Public 
Board  of  Inquiry. 

52.  One  comment  suggested  that  pro¬ 
posed  5  2.13(d)(3),  specifying  remedial 
measures  to  be  taken  when  oral  and  writ¬ 
ten  communications  are  made  in  con¬ 
travention  of  the  separation  require¬ 
ments  of  the  section,  be  revised  to  require 
that  copies  be  immediately  provided  to 
all  parties  to  the  hearing.  As  proposed, 
the  requirement  would  have  reqTilred 
only  the  filing  of  such  communications 
with  the  Hearing  CJlerk. 

The  Commissioner  accedes  to  the  re¬ 
quest  and  has  modified  the  final  regula¬ 
tion  to  provide  that  at  the  same  time 
such  a  communication  is  filed  with  the 
Hearing  Clerk,  it  shall  also  be  served  on 
all  other  participants  in  the  proceeding. 
This  change  meets  the  objective  of  the 
comment  that  all  particip>ants  be  advised 
of  the  current  status  of  the  proceeding. 
Because  the  conduct  described  in  the  sec¬ 
tion  is  not  likely  to  occur,  the  Commis¬ 
sioner  believes  it  reasonable  to  provide 
for  personal  service  on  partlcipaiits, 
rather  than  to  force  them  to  periodically 
examine  the  administrative  file  in  the 
office  of  the  Hearing  Clerk.  Moreover,  re¬ 
quired  service  of  documents  on  other 
participants  is  already  provided  for  by 
5  2.13(d)  (2) ,  which  requires  such  service 
for  proposals  for  settlement.  The  change 
can  therefore  be  viewed  as  extending  an 
existing  obligation  of  participants  to  a 
hearing  rather  than  as  imposing  a  com¬ 
pletely  new  obligation. 

53.  A  comment  suggested  that  §  2.13 
(b)  (2)  (1)  and  (il)  were  inconsistent  be¬ 
cause  the  requirements  bar.  for  exam¬ 
ple,  the  entoe  Bureau  of  Drugs  from 
communicating  with  the  office  of  the 
Commissioner  afte:'  the  bureau  becomes 
a  party  to  a  hearing,  while  permitting 
all  members  of  the  Chief  Counsel’s  office 
to  be  available  to  advise  the  Commis¬ 
sioner  except  those  specifically  engaged 
in  the  proceeding  on  behalf  of  the  bu¬ 
reau.  A  related  comment  urged  that  the 
section  be  modified  to  permit  a  member 
of  an  involved  bureau  who  is  not  per¬ 
sonally  involved  in  representing  the  bu¬ 
reau  at  the  hearing  to  be  free  to  discuss 
the  matter  with  the  office  of  the  Com¬ 
missioner.  The  comment  suggested  that 
this  would  benefit  the  agency  in  those 
situations  where  all  of  the  agency  ex¬ 
pertise  in  a  given  field  is  located  in  a 
single  bureau. 

The  Commissioner  believes  that  the 
suggested  inconsistency  does  not  ac¬ 
tually  exist.  A  direct  comparison  of  the 
treatment  in  the  provision  of  the  indi¬ 
vidual  bureaus  and  of  the  office  of  the 
Chief  Counsel  is  not  meaningful,  for  each 
is  organized  to  perform  different  func¬ 
tions.  A  bureau  will  normally  be  a  party 
to  such  a  hearing  and  thus  be  in  the 
position  to  advocate  a  particular  posi¬ 
tion.  The  Chief  Counsel’s  office,  in  con¬ 
trast,  is  not  organized,  except  for  the 
Informal  designation  of  attorneys  to  ad¬ 


vise  individual  bureaus,  into  discrete  di¬ 
visions.  Perhaps  more  important,  the 
only  attorneys  available  to  represent  a 
bureau  and  advise  the  Commissioner  are 
employed  in  the  office  of  the  Chief  Coim- 
sel.  Establishment  of  ad  hoc  divisions 
within  the  office  is  the  only  practicable 
mechanism  for  assuring  observance  of 
separations  of  functions  and  at  the  same 
time  making  legal  advice  available  to 
the  bureau  whose  decision  is  the  subject 
of  the  hearing,  and  to  the  Commissioner. 
Thus,  as  a  general  rule,  the  Commis¬ 
sioner  has  determined  that  it  is  both 
more  convenient  and  defensible  to  treat, 
for  purposes  of  separation  of  fimctlons, 
each  bureau  as  a  single  entity.  However, 
in  response  to  the  comment,  he  is  modi¬ 
fying  §  2.13  to  permit  the  designation, 
when  he  determines  that  it  is  necessary 
to  ensiure  the  best  use  of  agency  resources 
in  deciding  a  particular  matter,  of  em¬ 
ployees  of  a  bureau  to  advise  him,  or 
members  of  his  office  to  advise  a  bureau. 
Any  such  designation  will  be  in  writing 
and  must  be  filed  with  the  Hearing  Clerk 
no  later  than  the  time  the  limitations 
of  separation  of  fimcUons  apply  in  the 
particular  matter.  An  example  of  a  sit¬ 
uation  where  the  procedure  might  be 
used  is  that  cited  in  the  comment,  l.e., 
where  all  agency  employees  having  ex¬ 
pertise  in  a  given  field  work  in  one  bu¬ 
reau,  leaving  the  Commissioner  without 
exi>ert  assistance  to  assist  him  in  decid¬ 
ing  the  matter. 

54.  In  response  to  the  comment,  the 
Commissioner  has  modified  §  2.13(b)  (2) 
(ii)  to  provide  for  the  appointment  by 
the  Chief  Counsel  of  a  “team”  of  attor¬ 
neys  to  advise  the  Commissioner,  rather 
than  to  permit  that  function,  as  pro¬ 
posed,  to  pass  resldually  to  all  attorneys 
who  have  not  been  ap)polnted  to  repre¬ 
sent  the  bureau  in  a  proceeding. 

As  a  matter  of  practice  the  Cffiief 
Counsel  has  been  specifically  designat¬ 
ing  attorneys  to  advise  the  Commis¬ 
sioner  in  many  matters  for  which  a  no¬ 
tice  of  opi)ortimity  for  a  hearing  has 
been  published.  This  approach  has  per¬ 
mitted  the  Chief  Counsel  to  assess  the 
workload  of  the  office  and  avoid  the  ap¬ 
pointment  of  an  attorney  to  advise  the 
Commissioner  who  may  have  assisted  a 
bureau  before  the  publication  of  the 
notice  of  hearing. 

The  section  as  Issued  in  final  form 
also  provides  that  the  Chief  Counsel  will 
ordinarily  advise  the  Commissioner  in  a 
hearing  proceeding.  The  prop)osal  would 
have  required  the  Chief  Counsel  to  al¬ 
ways  advise  the  Comniissioner.  However, 
it  is  p>ossible  that  the  Chief  Counsel  may 
become  involved  in  a  matter  before  a 
notice  of  opportunity  for  hearing  has 
been  published,  such  as  when  he  is 
called  upon  to  advise  a  bureau  on  the 
initiation  of  a  proceeding.  In  such  cases, 
his  subsequent  service  as  an  advisor  to 
the  Commissioner  in  the  same  matter 
would  not  be  consistent  with  separation 
of  functions. 

The  provision  has  also  been  modified, 
consistent  with  existing  practice,  to  pre¬ 
vent  contact  on  any  matter  thait  Is  the 
subject  of  a  formal  hearing  between 
members  of  the  office  of  the  Chief  Coun¬ 


sel  who  are  advising  the  Commissioner 
and  other  members  of  the  office,  or  any 
employee  of  the  biu-eau  involved  (ex¬ 
cept  one  specially  designated  to  assist 
the  Commissioner).  Although  the  pro¬ 
posed  rule  would  have  imposed  this  lim¬ 
itation  only  on  the  attorneys  assigned 
to  assist  the  bmeau,  it  is  clear  that 
comparable  restrictions  should  be  im¬ 
posed  on  counsel  to  the  Commissioner, 
for  the  requirement  is  intended  to  main¬ 
tain  the  independence  of  the  Commis¬ 
sioner  and  his  advisors. 

55.  To  make  the  regulation  compre¬ 
hensive,  5  2.13(b)  (2)  (ii)  has  been  re¬ 
vised  to  acknowledge  the  Chief  Coun¬ 
sel’s  specific  authority  to  designate  ad¬ 
ditional  attorneys  to  represent  a  bureau 
or  to  advise  the  Commissioner.  Such 
designation  may  be  necessary  where,  for 
example,  an  attorney  previously  desig¬ 
nated  to  advise  one  or  the  other  is  no 
longer  able  to  serve  in  that  capacity. 

56.  On  September  13,  1976,  Pub.  L. 
90-409,  the  “Government  in  the  Sun¬ 
shine  Act,”  (5  U.S.C.  552b  note)  was 
signed  into  law,  to  become  effective  on 
March  12,  1977.  ’The  Sunshine  Act  im¬ 
poses  certain  new  requirements  appli¬ 
cable  to  the  FDA,  as  well  as  to  otoer 
agencies,  regarding  ex  parte  communi¬ 
cations  between  Federal  officials  and 
persons  outside  the  Federal  Government 
in  connection  with  any  administrative 
hearing  subject  to  5  UH.C.  557(a).  “Ex 
parte  commmiication”  is  defined  in  new 
5  U.S.C.  551(14)  as  “an  oral  or  written 
communication  not  on  the  public  rec¬ 
ord  with  respect  to  which  reasonable 
prior  notice  to  all  parties  Is  not  given, 
but  it  shall  not  include  requests  for 
status  reports  on  any  matter  or  pro¬ 
ceeding  covered  by  this  subchapter,” 

In  sum,  the  Sunshine  Act  prohibits  the 
making  of  ex  parte  communications  by 
either  Federal  employees  or  outside  per¬ 
sons  within  the  context  of  a  hearing  sub¬ 
ject  to  5  U.S.C.  557,  and  requires  that 
any  ex  parte  communications  that  are 
made  be  placed  in  the  public  record, 
either  by  filing  written  communications 
or  reducing  to  writing  the  substance  of 
any  oral  commimications,  as  well  as  any 
responses,  either  written  or  oral,  to 
either  of  these  types  of  communications. 
’The  Simshine.  Act  fmther  requires  each 
Federal  agency  to  designate  a  particular 
time  diulng  the  administrative  process 
after  which  the  prohibitions  shall  apply. 
That  time  may  not  be  later,  however, 
than  the  time  at  which  a  proceeding  is 
first  noticed  for  a  hearing,  and  must 
with  respect  to  any  person  with  knowl¬ 
edge  that  such  notice  is  forthcoming,  be 
no  later  than  the  time  such  knowledge 
was  acquired.  The  new  law  specifically 
provides  that  an  agency  may  consider, 
consistent  with  the  interests  of  justice, 
a  violation  of  the  section  as  sufficient 
grounds  for  a  decision  adverse  to  the 
party  committing  the  violation  or  caus¬ 
ing  it  to  occur.  The  Commissioner  ad¬ 
vises,  in  this  regard,  that  he  will  consider 
as  a  violation  of  this  section,  as  a  “caus¬ 
ing  to  occur”  of  an  ex  parte  communica- 
ti(Hi,  a  communication  by  any  govern¬ 
ment  official  outside  the  agency,  includ¬ 
ing  members  or  representatives  of  mem- 


FEDERAL  REGISTER,  VOL.  42,  NO.  16— TUESDAY,  JANUARY  25,  1977 


RULES  AND  REGULATIONS 


1691 


bers  of  Congress,  made  at  the  knowing 
behest  of  amy  person  who  would  be  pre¬ 
cluded  under  the  statute  from  personally 
making  the  communication. 

The  Simshine  Act  affects  the  provi¬ 
sions  of  pr(vosed  §  2.13  that  address  ex 
parte  communicaticms,  with  respect  to 
any  matter  subject  to  an  (Hn>ortunity  for 
a  formal  evidentiary  public  hearing,  as 
listed  in  S  2.12(c),  and  any  matter  sub¬ 
ject  to  a  public  hearing  before  a  Public 
Board  of  Inquiry  piirsuant  to  Subpart  C 
of  Part  2,  and  necessitates  some  revision 
of  them. 

Accordingly,  the  Commissioner  has  de¬ 
termined  to  modify  §  2.13  (and  S  2.3)  in 
the  final  (Hder  as  follows: 

a.  The  Sunshine  Act’s  definition  ctf  “ex 
parte  cmnmunication”  has  been  incorpo¬ 
rated  into  §  2.3. 

b.  The  times  at  which  the  prohibition 
against  ex  parte  communications  are  to 
come  into  play  are  those  proposed  in 
§  2.13  (b)  and  (c)  for  the  matters  re¬ 
ferred  to  in  those  sections.  However  a 
new  paragraph  (e)  has  been  added,  in 
accordance  with  the  statute,  applying 
the  restriction  to  any  person  having 
knowle^e  that  a  notice  of  hearing  is  to 
be  issu^  to  the  time  such  knowledge  is 
acquired. 

c.  Paragraph  (d)  of  S  2.13  has  been  re¬ 
vised  to  indicate  that  the  prohlbiti<ms 
against  making  ex  parte  communications 
apply  to  employees  ot  the  agency  In¬ 
volved  in  any  manner  in  the  decisional 
process  as  well  as  to  persons  outside  the 
agency. 

d.  A  new  paragraph  (f)  has  been 
added  to  refiect  the  statutory  provision 
that  the  making  of  a  prcdiiblted  ex  parte 
communication  may,  consistent  with  the 
Interests  of  Justice  and  the  policy  of  the 
imderlying  statute,  justify  a  decision  ad¬ 
verse  to  the  person  knowingly  making  or 
cauEdng  the  making  of  such  a  communi¬ 
cation. 

No  comments  were  received  on  pro¬ 
posed  S  2.14  Referral  by  court  (21  CFR 
2.14)  and  it  is  adopted  as  proposed. 

Section  2.15  Meetings  and  corre¬ 
spondence  (21  CFR  2.15)  contains  re¬ 
quirements  f  m:  meeUngs  and  correspond¬ 
ence  between  onployees  of  the  Food  and 
Drug  Administration  and  any  person 
outside  the  Department  of  Healtii,  Edu¬ 
cation,  and  Welfare. 

57.  Several  comments  were  received 
regarding  §  2.15(f)(1),  which  as  pro¬ 
posed  would  have  permitted  any  meeting 
initiated  by  FDA  involving  only  a  small 
number  of  persons,  such  as  1  or  2  manu¬ 
facturers,  to  be  a  private  meeting,  but 
would  have  required  a  meeting  involving 
a  large  number  of  persons,  e.g.,  10  manu¬ 
facturers  of  an  ingredient,  to  discuss  ap¬ 
propriate  testing  or  labeling,  to  be  a  pub¬ 
lic  meeting.  The  comments  criticized  the 
use  of  the  number  of  persons  as  the  cri¬ 
terion  for  determining  whether  a  meet¬ 
ing  should  be  public  or  private,  urging  in 
general  that  the  nature  or  subject  mat¬ 
ter  of  the  meeting  should  determine 
whether  it  should  be  private  or  open. 
One  comment  specifically  suggested  that 
the  number  of  different  interests  repre¬ 
sented,  rather  than  the  number  of  per¬ 
sons,  should  determine  whether  the 


meeting  is  to  be  public  or  private,  but 
urged  also  that  meetings  should  be  (Hien 
when  closing  them  might  give  particular 
firms  a  competitive  advantage. 

Another  comment  insisted  that  the  10- 
person  standard  was  arbitrary,  and  that 
whether  a  meeting  should  be  (men  or 
closed  should  depend  cm  a  variety  of 
factors.  e.g.,  the  meeting  site,  the  various 
interests  represented,  and  the  subject 
discussed.  The  comment  stated  that 
where  a  single  Indiistry  or  group  of  per- 
s(ms  is  the  f(xms  of  the  meeting,  the 
willingness  of  that  group  to  meet  in  a 
public  forum  should  weiedi  heavily  in 
the  decision.  In  general  the  (xunments 
fnmi  manufacturers  and  industry  as- 
s(x;iati<ms  argued  that  private  meetings 
encourage  input,  but  a  comment  from  a 
ccnsiuner  group  contended  that  it  is  im¬ 
portant  that  consumers  be  mesent  at 
meetings  with  indiistry  because  proposed 
§  2.15  failed  to  require  taking  trans<udpts 
or  recordings.  One  c(Mnment  asked  the 
reas(m  tor  subjecting  to  regulation  the 
issue  of  whether  meetings  should  be  pub¬ 
lic  or  private  and  urged  that  the  deci¬ 
sion  be  left  to  the  discretion  of  the  Com¬ 
missioner. 

The  Commissi(mer  has  ccmsidered  the 
(Objections  to  the  section,  and  finds  them 
unpersuasive.  Most  of  the  comments  S4>- 
pear  to  have  assumed  that  the  requlre- 
moits  of  S  2.15(f)  (1)  ^pply  to  all  meet¬ 
ings  between  the  FDA  and  persons  out¬ 
side  the  Federal  government.  This  is  not 
the  case.  In  c<mtrast  with  other  movl- 
sions  of  S  2.15,  paragraph  (f)  (1)  aimlies 
only  to  meetings  Initiated  by  FDA.  It 
does  not  apply  to  private  meetings  be¬ 
tween  the  agency  and  outside  persons  or 
groups  at  the  behest  of  the  lattter.  Such 
meetings  are  subject  principally  to  the 
requir^ents  of  §  2.15(d).  The  justifica¬ 
tion  for  the  distinction  is  reasonable: 
The  agency’s  initiation  of  a  meeting  is 
generally  for  the  purpose  of  seeing  in¬ 
formation  on  or  attempting  to  resolve  an 
issue  regarding  a  regulatory  matter.  It 
would  be  lniqH>ropiiate  for  FDA  to  seek 
advice  from  only  one  group  (m  a  regula¬ 
tory  matter  that  affects  many  manu¬ 
facturers  or  broad  segments  of  the 
public. 

The  “number  of  persons’’  criterion  in 
§  2.15(f)  should  be  ^ewed  as  an  attempt 
to  establish  a  readily  usi^le  “rule  of 
thumb’’  for  determining*  when  an 
agency-initiated  meeting  should  be  open 
to  all.  It  should  be  noted  that  the  spe- 
cfic  referNice  in  §  2.15(f)  (1)  to  numl^rs 
of  participants  as  the  criterion  is  neither 
absolute  nor  arbitrary.  The  language  of 
the  paragraph  refers  to  examples  of  the 
subject  matter  of  such  meetings  as  wdl 
as  to  the  number  of  persons,  and  the 
Commissioner  Intends  that  the  number  of 
persons  shall  be  merely  one  guide,  rather 
than  a  firm  rule,  for  deciding  when  a 
meeting  should  be  public.  The  Commis¬ 
sioner  retains  discretion  to  decide 
whether  such  a  meeting  should  be  open 
or  closed. 

The  Commissioner  also  advises  that  he 
may  follow  §  2.15(f)(1)  in  determining 
whether  to  insist  that  other  meetings 
should  be  open  to  the  public  when  open¬ 
ing  them  will  avoid  the  implication  of 


undue  influence  in  an  agency  decision  or 
will  otherwise  further  the  purposes  of 
the  act. 

58.  One  comment  urged  that  proposed 
§  2.15(i) ,  reqiilring  a  written  summary 
to  be  made  of  any  meeting  with  a  r^re- 
sentative  of  Congress  relating  to  aro* 
one  of  several  enumerated  matters,  be 
clarified  to  state  that  it  aiH>lle6  only  to 
FDA  employees.  The  Ocunmissioner  be¬ 
lieves  it  obvious  that  the  requir^ent  is 
applicable  only  to  employees  of  tlie 
agmcy,  and  so  advises.  No  change  in 
the  language  of  the  provision  is  neces¬ 
sary. 

59.  One  comment  suggested  that  the 
language  of  proposed  §  2.15(c),  which 
requires  the  summarization  in  wTiting 
of  any  meeting  between  agency  repre¬ 
sentatives  and  any  person  outside  the 
Department  relating  to  a  "pmding  court 
case,’’  as  well  as  other  eniunerated  sub¬ 
jects,  be  amoxled  to  include  specifically 
an  “immediately  anticipated  court 
(^e.’’  The  C(xnmis8ioner  advises  that  an 
anticipated  court  case  would  be  includ¬ 
ed  within  the  reference  to  “pending 
court  case,”  and  that  agency  employees 
have  been  observing  this  interpretation 
in  maintaining  records  of  telephone 
calls  and  meetings.  Therefore,  no  formal 
m(xllfi(»tlon  of  the  paragraph  is  neces¬ 
sary. 

60.  <Xie  comment  tuged  that  tele¬ 
phone  c(mversations  be  subject  to  the 
requirements  of  S  2.15(c)  and  (d).  The 
Commissioner  advises  that  the  definition 
of  “meeting”  in  S  2.3(a)  (24)  includes 
telei^one  o(mversations,  and  that  no 
amendment  to  paragraph  (c)  or  (d>  is 
called  for. 

61.  One  comment  directly,  and  an¬ 
other  by  implication,  questioned  the  wis¬ 
dom  of  requiring  the  written  documen¬ 
tation  of  all  (X)ntact8  with  the  agency. 
Both  commented  that  the  requirement 
discourages  such  contacts.  One  comment 
argued  additionally  that  such  memoran¬ 
da  contain  only  one  side  of  a  conversa¬ 
tion.  and  suggested  that  the  section  re¬ 
quire  (mly  the  logging  of  c(mtacts  with¬ 
out  the  descriptl(m  of  their  substance. 

The  CTommissioner  disagrees.  Even 
conceding  that  some  communications  to 
the  agency  may  not  be  made  because  of 
the  fear  of  public  disclosure,  the  Com¬ 
missioner  believes  it  is  essential  for  the 
integrity  of  the  regulatory  pr(x:ess  that 
records  be  kept  of  contacts  between 
agency  employees  and  outside  parties. 
The  keeping  of  su(Jh  records  should  in¬ 
crease  the  reliability  of  the  information 
that  is  submitted.  Moreover,  written  d(x;- 
umentati(m  is  necessary  for  the  prepara¬ 
tion  of  an  administrative  record  should 
any  decision  of  the  Commissioner  be 
subsequently  challenged.  Most  impor¬ 
tant,  the  Ocmunissloner  believes  that 
public  confidence  in  government  can 
only  be  maintained  if  government  deal¬ 
ings  with  the  public  are,  to  the  extent 
possible,  open  and  subject  to  scrutiny. 
There  is  no  basis  for  the  suggestion  that 
memoranda  of  these  eommxmications 
IHppared  by  government  employees  will 
refiect  only  one  side  of  such  (xmtacts: 
§  2.15(g)  provides  that  any  partl(dpant 
in  any  meeting  under  any  participant  in 
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any  meeting  under  S  2.15  may  submit 
his  own  siunmary  of  the  meeting  and 
that  the  summary  will  be  made  part  of 
the  administrative  record  along  with 
any  memoranda  prepared  by  the  agency. 

62.  One  comment  suggested  the  dele¬ 
tion  of  the  statement  in  proposed  S  2.15 
tat  that  meetings  and  correspondence 
are  not  final  agency  action  on  the 
ground  that  it  is  overbroad. 

The  Commissioner  disagrees.  The 
statement  is  not  overbroad,  for  it  is  dif¬ 
ficult  to  visualize  a  circumstance  in 
which  a  meeting  or  Informal  correspond¬ 
ence  would  constitute  final  agency  ac¬ 
tion,  and  its  inclusion  is  consistent  with 
the  practice  of  the  Ccmunissioner  in 
these  regulations  of  specifying  those 
agency  actions  that  do  and  do  not  con¬ 
stitute  final  agency  action  for  purposes 
of  court  review. 

Section  2.16  Documentation  of  signif¬ 
icant  decisions  in  administrative  files  (21 
CFR  2.16)  provides  for  the  documenta¬ 
tion  of  agency  decisions  by  the  employees 
involved  in  making  them.  The  section 
as  proposed  represented  an  attempt  to 
protect  the  rights  of  agency  employees 
working  on  a  matter  by  permlttl^,  un¬ 
der  paragraph  (b)  (2)  (ii).  any  employee 
to  record  his  views  in  written  m^oranda 
that  would  be  included  in  the  file.  Pro- 
F>osed  §  2.16(e)  also  guaranteed  such  em¬ 
ployees  access  to  the  file  as  appropriate 
for  the  performance  of  their  work,  sub¬ 
ject  to  reasonable  restrictions  to  assure 
the  proper  cataloging  and  storage  of 
documents. 

63.  One  (xmunent,  submitted  by  the 
Review  Panel  on  New  Drug  Evaluation 
of  the  Secretary  of  Health,  Education, 
and  Welfare,  suggested  that  both  of  these  . 
requirements  be  extended  to  employees 
that  have  been,  but  may  not  currently 
be,  working  on  a  particular  matter.  The 
panel  recommended  that  an  employee’s 
exercise  of  the  right  to  record  his  views 
and  to  have  access  to  the  administrative 
file  on  a  matter  should  be  consistent 
with  attention  to  his  other  assignments. 

The  Commissioner  considers  it  pr(^r 
that  agency  employees  who  have  pre¬ 
viously  worked  on  a  particular  matter  not 
be  precluded  from  ftirther  participation 
in  that  matter,  or  denied  access  to  the 
file.  This,  indeed,  was  the  intent  of  the 
proix>6al.  Not  only  will  such  access  avoid 
charges  that  employees  may  have  been 
transferred  to  prevent  their  continued 
work  on  a  matter,  but  it  will  also  make 
the  administrative  record  of  the  resolu¬ 
tion  of  controversial  issues  more  com¬ 
plete.  As  advocated  by  the  comment, 

§  2.16  (b)  (2)  (il)  and  (e)  of  the  final  reg- 
idation  have  been  revised  to  reflect  the 
original  intent  of  the  proposal. 

64.  The  Commissioner  has  clarified  the 
effect  of  §§2.15  and  2.16  regarding  the 
filing  of  the  administrative  record  in  a 
formal  evidentiary  public  hearing  pursu- 
ant  to  §  2.153  of  Subpart  B  (21 
2.153) .  The  clarification  is  prompted  by 
questions  that  have  arisen  in  agency 
preparation  for  hearings  of  this  type  dur¬ 
ing  recent  months. 

Section  2.16(b)  requires  that  the  ad¬ 
ministrative  file  of  any  matter  contain 
the  complete  documentation  of  the 


agency  decision  (including  (pinions  of 
consultants  and  recommendaticms  of  in¬ 
dividual  employees)  and  reveal  any  in¬ 
ternal  differences  of  opinion.  Section  2.15 
(c)  requires  an  agency  employee  to  pre¬ 
pare  a  written  siuiunary  of  any  meeting 
with  any  person  outside  the  Department 
which  shall  be  included  in  the  adminis¬ 
trative  file.  Section  2.153  requires  Qie ' 
relevant  portions  of  the  “administrative 
record”  to  be  filed  with  the  Hearing 
Clerk,  including  all  documents  in  bu¬ 
reau  files  containing  factual  data  and  in¬ 
formation,  whether  favorable  or  unfavor¬ 
able  to  the  bureau  position. 

These  provisions  do  not  require  the  ad¬ 
ministrative  file  docketed  with  the  Hear¬ 
ing  CHerk  to  contain  memoranda  sum¬ 
marizing  meetings  of  bureau  counsel  with 
witnesses,  or  to  contain  internal  agency 
memoranda  setting  forth  recommenda¬ 
tions  of  agency  employees.  While  such 
meetings  and  recommendations  clearly 
are  required  to  be  summarized  in  writ¬ 
ten  form  for  the  administrative  file,  the 
regulations  are  not  Intended  to  require 
all  such  memoranda  to  be  made  public  if 
the  matter  becomes  subject  to  a  fonnal 
evidentiary  public  hearing.  The  work- 
product  of  bureau  counsel  are  obviously 
protected  under  the  attorney-client 
privilege  and,  along  with  rec<xnmenda- 
tions  of  employees  (as  distinguished  from 
scientific  or  medical  data)  foimd  in  in¬ 
ternal  agency  documents,  are  not  re¬ 
quired  to  be  disclosed  imder  4,  the 
agency’s  public  information  regulations. 
Such  materials  will,  however,  continue  to 
be  prepared  and  to  be  placed  in  the 
agency  administrative  file  for  purposes 
of  judicial  or  congressional  inquliy,  or  for 
historical  purposes. 

’The  definition  of  “administrative  file” 
in  §  2.3(a)  (27)  of  the  final  regulation 
conforms  to  this  position.  The  proposal 
has  been  revised  to  remove  the  Imiklca- 
tion  that  the  administrative  record  of  a 
matter  filed  with  the  Hearing  Clerk  is 
necessarily  the  same  as  the  ofQclal  ad¬ 
ministrative  file  of  the  matter.  The  docu¬ 
ments  comprising  the  former  are;  rather, 
listed  variously  in  other  sections  of  the 
r^ulation,  e.g.,  in  §  2.8  (k).  for  adminis¬ 
trative  reconsideration  of  an  action;  in 
§  2.9(h) ,  for  an  administrative  stay  of  an 
action,  and  in  §  2.10(f) ,  for  regulations 
promulgated  pursuant  to  that  section. 

65.  No  comments  were  received  mi  pro¬ 
posed  §  2.17  Internal  agency  review  of 
decisions  (21  C7FR  2.17)  which  is  adopted 
without  change.  However,  sMne  concern 
was  expressed  within  the  agency  that 
§  2.17(a)  (3)  Imposed  the  obligation  to 
formally  review  at  a  supervisory  level  the 
decision  of  any  agency  employee  at  the 
request  of  an  interested  person.  The 
Commissioner  advises  that  no  such  result 
is  intended.  Review  of  the  work  of  sub¬ 
ordinates  by  agency  supervisors  is  cur¬ 
rently  a  matter  of  a  supervisor’s  discre¬ 
tion  and  §  2.17(a)  (3)  is  Intended  to  re¬ 
flect  present  agency  practice.  The  provi¬ 
sion  recognizes  that  supervisory  agency 
employees  will  entertain  requests  from 
interested  persons  to  review  any  decision 
of  a  subordinate,  but  that  the  extMit  * 
any  review  will  continue  to  be  determlnea 
by  the  supervisor. 


Section  2.18  Dissemination  of  draft 
Federal  Register  notices  and  regulations 
(21  C7PR  2.18)  provides  for  the  discussion, 
both  orally  and  in  writing,  of  draft,  pro¬ 
posed,  and  final  rules  and  regulations,  by 
representatives  of  FDA  with  Interested 
persons,  including  persons  outside  the 
agency. 

66.  Two' comments  were  received  re¬ 
garding  the  proposal.  One  comment 
criticized  the  limitations  imposed  by 
§  2.18(d)  on  the  discussion  of  thd  details 
of  draft  notices  and  regulations  and  on 
the  dissemination  of  such  drafts  before 
publication  in  the  Federal  Register.  The 
comment  argued  that  the  prohibition 
could  prevent  meaningful  participatiMi 
in  drafting  complex  regulations,  where 
agency  knowledge  may  be  inadequate  to 
draft  an  appropriate  pr(9}osal.  The  com¬ 
ment  acknowledged  that  proper  informa¬ 
tion  may  be  supplied  by  comments  after 
publication,  but  suggested  that  there 
often  is  reluctance  to  make  major 
changes  in  a  proposed  regulation.  The 
comment  contended  that  allowing  in¬ 
formal  cMitacts  could  often  improve  a 
published  pr<H)Osal  and  thus  speed  pro¬ 
mulgation  of  a  final  regulation  with  a 
minimum  of  delay  and  modification. 

The  Commissioner  points  out  that 
§  2.18(d)  does  not  prc^ibit  either  the  dis- 
cussiMi  or  distribution  of  draft  Federal 
Register  notices.  Rather,  it  imposes  re¬ 
strictions  on  such  discussion  and  dis¬ 
tribution  Mily  as  necessary  to  ensure  that 
all  interested  parties  will  be  treated  fairly 
and  afforded  uniform  access  to  internal 
working  documents.  In  situations  where 
expert  advice  from  outside  the  agency 
may  be  needed  to  devel<9  a  proposal,  the 
reg'dation  permits  such  information  to 
be  obtained. 

67.  The  second  comment  noted  that 
proposed  §  2.18(b),  although  permitting 
the  distribution  of  draft  documents  and 
proposed  regulations  following  Federal 
Register  publication  of  a  notice  of  avail¬ 
ability.  did  not  explicitly  permit  agency 
employees  to  discuss  the  details  of  such  a 
draft  even  after  it  became  publicly  avail¬ 
able,  except  with  the  specific  permission 
of  the  Commissioner. 

The  CMnmissioner  acknowledges  that 
the  comment  has  interpreted  the  pro¬ 
posal  correctly.  He  agrees  with  the  com¬ 
ment  that  such  a  restriction  on  the  dis¬ 
cussion  of  details  of  a  draft  already 
pubUcly  available  is  unnecessary,  and  be¬ 
lieves  the  public  interest  will  be  safe¬ 
guarded  adequately  if  such  discussions 
are  subject  only  to  the  other  provisions  of 
the  section,  e.g.,  §  2.18(i),  which  applies 
the  requirements  of  §  2.15  Meetings  and 
correspondence,  to  meetings  and  cor¬ 
respondence  relating  to  draft  Federal 
Register  notices  and  regulations.  While 
§  2.18  wlU  thus  allow  for  discussion  of 
draft  proposed  and  final  regulations  and 
notices  that  have  been  made  publicly 
available,  it  requires  that  summary  mem¬ 
oranda  be  made  of  any  such  discussions 
for  inclusion  in  the  administrative  file. 
The  Commissioner  regards  the  prepara¬ 
tion  of  such  memoranda  in  the  context 
of  discussions  of  draft  Federal  Register 
ZK>tices  and  regulations  as  essential;  the 
requirement  will  assure  compllatiMi  of 
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the  full  administrative  record  and  dispel 
E\ispiclons  of  Improper  influence  in  the 
devel(^ment  of  agency  regulations.  The 
Commissioner  has  amended  §  2.18(b)  in 
the  flnal  regulation  to  allow  agency  em¬ 
ployees  and  Interested  persons  to  disciiss 
without  his  prior  permission  draft  docu¬ 
ments  that  have  been  properly  made 
available  to  the  public. 

68.  A  primary  concern  expressed  by 
many  comments  on  §  2.19  Advisory 
opinions  (21  CFR  2.19)  was  that  opinions 
by  FDA  employees  that  are  not  advisory 
opinions  do  not  bind  the  agency  to  the 
interpretation  expressed  in  the  opinion. 
One  comment  argued  that  this  position  is 
not  supported  by  case  law.  It  rejected  the 
cases  cited  In  the  preamble  to  the  pro¬ 
posal  regsu*ding  the  doctrine  of  estoppel, 
and  cited  the  following  several  cases  in 
which  varioiis  courts  have  held  the  gov¬ 
ernment  estopped  on  the  basis  of  advice 
of  an  employee:  United  States  v.  Whar¬ 
ton.  514  P.  2d  406  (9th  Cir.  1975) ,  United 
States  V.  Lazy  FC  Ranch,  481  P.  2d  985 
(9th  Cir.  1973) ,  United  States  v.  Burton, 
472  P.  2d  757  (8th  Cir.  1973) ,  and  Moser 
V.  United  States.  341  U.S.  41  (1951) .  The 
comment  contended  that,  based  on  these 
cases,  the  current  rule  is  that  the  gov- 
enunent  will  be  prevented  by  estoppel 
from  taking  a  position  inconsistent  with 
advice  provided  by  an  employee  when 
the  damage  to  the  private  party  out¬ 
weighs  the  loss  to  the  government  or  any 
harm  to  the  public  Interest.  The  com¬ 
ment  conclud^  urging  that  the  reg¬ 
ulations  be  recast  to  state  that  FDA  is 
not  boimd  by  estoppel  in  any  case  where 
the  public  health  or  safety  would  be 
Jeopardized,  but  that  it  will  take  reason¬ 
able  steps  to  protect  Justifiable  reliance 
on  ad^dce  provided  by  an  agency  em¬ 
ployee  when  the  public  health  or  safety 
will  not  be  Jeopardized. 

Other  comments  addressed  the  same 
issue,  through  from  different  perspec¬ 
tives.  One  comment  found  proposed 
S  2.19  (k)  patently  unfair,  claiming  that 
*  the  regulation  placed  agency  employees 
in  positions  of  sun>arent  authority  but 
penaUzed  those  who  relied  on  their  ad¬ 
vice.  The  same  comment  and  one  other 
argued  that  the  public  cannot  conduct 
day-to-day  operations  by  constantly  re¬ 
questing  advisory  opinions,  and  sug¬ 
gested  that  the  agency  could  “grind  to 
a  halt”  if  responding  to  advisory  opin¬ 
ions  became  a  common  practice.  Both 
comments  noted  that  much  agency  busi¬ 
ness  Is  handled  on  the  basis  of  “informal 
advice.” 

Finally,  these  comments  requested 
that,  should  reliance  on  an  agency  em¬ 
ployee’s  “informal”  opinion  result  in 
regulatory  action.  In  no  event  should  a 
person  so  relying  be  subject  to  criminal 
prosecution.  They  urged  the  adoption  of 
this  position  as  a  mlnimiun,  if  the  action 
ultimately  complained  of  is  imdertaken 
in  good  faith  reliance  on  the  informa¬ 
tion  provided  by  a  representative  of  the 
agency. 

Hie  Commissioner  acknowledges  that 
these  comments  express  a  legitimate 
concern,  but  he  believes  that  the  regula¬ 
tion  as  proposed  Is  proper.  The  Pood  and 
Drug  Administration  must  be  able  to 


provide  Informal  advice  to  Interested 
persons  on  a  staff  level.  Considerations 
of  the  public  health  and  safety,  as  wdl 
as  conslderatl<ms  of  efficiency,  however, 
prevent  the  agency  fr(»n  being  legally 
bound  by  such  representations. 

The  expectation  that  Informal  advice 
would  bind  the  agency  is  unrealistic  In 
light  of  the  way  such  advice  Is  general¬ 
ly  requested  and  provided.  Even  whoi 
coordinated  within  the  agency,  opinions 
on  the  r^ulatory  consequences  of  par¬ 
ticular  conduct  may  not  be  based  on  ex¬ 
haustive  inquiry  into  past  agency  prac¬ 
tice  or  legislative  intent.  Moreover,  many 
Inquiries  request  a  reply  within  a  short 
period  of  time.  In  addition,  clrciun- 
stances  are  often  described  hypothet¬ 
ically.  and  may  omit  facts  that  the 
agency,  in  contrast  to  the  person  making 
the  inquiry,  may  consider  crucial.  Final¬ 
ly.  the  Commissioner  recognizes  that 
some  persons  will  “forum  shop”  within 
the  agency  until  they  obtain  a  desired 
answer.  For  these  several  reasons,  the 
Commissioner  declines  to  be  bound  by 
the  informal  responses  of  agency  em¬ 
ployees.  Section  2.19  provides  one  broad 
exception:  where  a  particular  Inquiry  is 
of  broad  applicability  or  importance, 
the  agency  will  commit  Its  resources 
to  providing  Its  best  Institutional  Judg¬ 
ment  on  a  matter  through  an  advisory 
opinion. 

The  Conimissioner  considers  the  pro¬ 
cedure  established  for  obtaining  an  ad¬ 
visory  opinion  to  be  both  realistic  and 
fair.  The  procedure  recognizes  that,  In 
fact,  most  actions  taken  by  private  Arms 
under  the  statute  are  based  on  expert 
advice,  both  technical  and  legal,  ob¬ 
tained  outside  the  agency.  Opinions  by 
agency  employees  as  to  the  legality  of 
such  actions  are  not  necessarily  accept¬ 
ed  at  face  value,  particularly  If  they  con¬ 
flict  with  those  of  the  inquirer. 

As  a  practical  matter,  advice  pro¬ 
vided  informally  by  FDA  employees  will 
generally  be  correct,  and  when  it  Is  not, 
action  in  reliance  will  not  result  in  the 
imposition  of  sanctions  without  good 
reason.  But  the  risk  that  such  advice  is 
incorrect  cannot  readily  be  shifted  to 
the  government,  and  to  the  public.  Par¬ 
ticularly  In  matters  Involving  individual 
compliance  with  the  statutes  admin¬ 
istered  by  FDA,  the  ultimate  bxirden  must 
remain  on  manufacturers  and  distribu¬ 
tors  of  regulated  products.  The  alterna¬ 
tive.  which  the  CTommissioner  rejects, 
would  be  to  preclude  agency  employees 
from  fiimishing  advice,  l.e.,  to  require 
all  inquiries  to  be  subject  to  the  proce- 
dmes  for  advisory  opinions  outlined  in 
§  2.19.  This  course  would  not  woi^  to  the 
advantage  of  either  the  agency  or  af¬ 
fected  persons. 

The  Commissioner  will  not  rule  out  the 
possibility  of  recranmending  Institution 
of  criminal  proceedings  when  an  In¬ 
formal  opinion  has  previously  been  fur¬ 
nished  to  a  violator.  At  the  same  time 
he  advises  that  recommendation  for 
criminal  prosecution  is  based  on  all  the 
circumstances  surrounding  a  violation, 
and  it  Is  unlikely  that  such  prosecution 
would  be  recommended  when  the  activ¬ 
ity  giving  rise  to  the  violation  was  the 
product  of  good  faith  reliance  on  advice 


given  informally  by  an  agency  employee. 
Responsible  exercise  of  the  Commission¬ 
er’s  discretion  will  afford  adequate 
protection  In  such  circumstances. 

The  Commissioner  does  not  discount 
the  i}Ossibllity,  however  remote,  that 
FDA  ml^t  be  held  by  a  court  to  be 
est<9ped  by  the  informal  advice  of  an 
employee  in  a  given  matter.  However,  he 
considers  the  cases  cited  by  the  com¬ 
ments  regarding  application  of  the  doc¬ 
trine  of  estopijel  to  the  government  to 
be  not  relevant  to  informal  advice  ren¬ 
dered  by  PDA  employees  pursuant  to 
these  regulations,  for  in  none  of  the  cases 
had  the  agency  publicly  Indicated  that 
informal  opinions  of  employees  were  not 
binding,  and  provided  an  alternative 
procedure  for  obtaining  formal  binding 
opinions.  More  importantly,  none  of  the 
cases  cited  involved  a  government  agency 
that  is  entrusted  to  protect  health  and 
safety. 

69.  One  comment  objected  that  the 
form  specifled  in  the  proposal  for  re¬ 
questing  advisory  opinions  is  too  rigid. 
The  Commissioner  disagrees  that  the 
form  requirements  are  rigid.  They  re¬ 
quire  only  that  a  request  indicate  that 
it  is  seeking  an  advisory  opinion,  that 
it  clearly  state  the  question  and  issue 
on  which  the  opinion  Is  requested,  and 
that  it  include  a  statement  of  the  facts 
and  law  relevant  to  the  request.  More¬ 
over,  the  section  permits  the  Commis¬ 
sioner  to  treat  other  requests,  in  his  dis¬ 
cretion,  as  requests  for  advisory  opinions. 

70.  Several  comments  objected  to  the 
Commissioner’s  proposed  decision  not  to 
publish  advisory  opinions  in  the  Federal 
Register.  They  argued  that  it  is  incon¬ 
sistent  to  urge  reliance  on  such  opinions 
and  then  not  publish  them.  One  com¬ 
ment  urged  that  at  least  a  notice  of 
availability  should  be  published,  as  well 
as  a  notice  Indicating  the  withdrawal 
or  revocation  of  any  advisory  opinion. 
Another  comment  pointed  out  that  re¬ 
porting  such  opinions  In  the  trade  press 
is  of  no  help  to  the  genial  public.  The 
comment  also  argued  that  the  right  im- 
der  §  2.19(1)  to  cawnent  on  advisory 
opinions  becomes  fllusory  when  the  pub¬ 
lic  is  not  aware  of  them. 

The  Commissioner  believes  the  pre¬ 
amble  to  the  proposal  adequately  ex¬ 
plains  the  reasons  for  not  publishing  each 
advisory  opinion  In  the  Federal  Regis¬ 
ter.  The  number  of  cminkms  makes  pub¬ 
lication  of  each  (xie  infeasible.  Those 
that  are  contained  in  preambles  to  pro¬ 
posed  or  final  regulations  xmder  S  2.19 
(d)  (1)  will  be  published.  Nimetheless, 
each  advisory  opinion  that  is  not  pub¬ 
lished  will  be  pi^llcly  available  and  will 
probably  receive  wide  publicity  In  the 
trade  press.  To  further  increase  public 
awareness  of  advisory  opinions,  more¬ 
over,  the  Commissioner  has  modified 
§  2.19(g)  in  the  flnal  regulation  to  pro¬ 
vide  that  a  chronological  index  of  all  ad¬ 
visory  (minions  will  be  maintained  by  the 
Hearing  Clerk.  The  Index  will  Include  the 
date  of  the  reipiest  for  the  advisory 
opinion,  the  date  of  the  opinion,  and 
identification  of  the  appropriate  file. 

The  Commlssl<mer  thus  disagrees  with 
the  contentkm  thact  the  right  to  comment 
(m  advisory  (minions  is  illusory.  Suffi- 
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ciently  wide  publicity  will  be  given  to 
FDA  advisory  opinions  so  that  any  per¬ 
son  with  evMi  a  casual  interest  in  the 
agency  will  be  likely  to  leam  of  them. 
Advisory  opinions  that  are  also  guide¬ 
lines  will  be  further  disseminated 
through  publication  in  the  Federal  Reg¬ 
ister  of  a  notice  of  availability  under 
§  2.20(b)  (4)  and  whenever  incorporated 
into  the  text  of  a  regulation  under 
12.20(a). 

71.  Another  comment  argued  that  the 
failure  of  the  regulation  to  provide  for 
the  publication  and  indexing  of  in¬ 
formal  c^lnltHis  might  violate  paragraph 
(a)  (2)  (B)  of  5  UJS.C.  552.  the  Freedom 
of  Information  Act.  The  comment  con¬ 
tended  that  even  informal  interpreta¬ 
tions  are  likely  to  be  considered  “in- 
teipi^otations  adopted  by  the  agency,"  as 
they  are  subject  to  internal  review,  and 
nan  thus  fairly  be  considered  to  have 
been  adopted  by  the  agency.  It  cited  as 
support  Tax  Analysts  and  Advocates  v. 
IRS.  362  P.  Supp.  1298  (D.  D.C.  1973), 
aff’d,  505  P.2d  350  (D.C.  Clr.  1974) . 

The  Commissioner  disagrees  that  in¬ 
formal  opinions  given  by  agency  em¬ 
ployees  are  subject  to  5  U.S.C.  552 
(a)  (2)  (B) ,  Insofar  as  that  sectiOTi  re¬ 
quires  the  publicizing  and  indexing  of 
agency  Interpretations.  Such  oplnlcms  are 
not  considered  interpretations  of  the 
agency;  they  do  not  bind  FDA  even  for 
the  matters  that  they  address.  The  Com¬ 
missioner  accordingly  concludes  that 
they  are  subject  to  the  requirements  of 
5  U.S.C.  552  to  the  same  extent  as  rou¬ 
tine  agency  correspondence,  and  are 
therefore  not  required  to  be  Indexed  or 
publicized.  They  will,  however,  be  sub¬ 
ject  to  disclosure  under  5  U.S.C.  552.  Be¬ 
cause  informal  opinions  have  no  binding 
effect,  they  will  not  be  used  by  the 
agency  as  precedent  for  persons  other 
than  those  to  whom  they  are  issued.  In 
this  context,  the  sanctions  imposed  by 
5  U.S.C.  552  for  failure  to  index  and  pub¬ 
licize  documents,  namely,  that  the 
agency  may  not  rely  upon  them  in  other 
cases,  are  inapplicable. 

The  Commissioner  advises  that  he  will 
continue  to  evaluate  whether  Informal 
opinions  receive  Rufficient  distribution, 
and  may  decide,  in  the  future,  that  some 
additional  mechanism  to  assure  their  dis¬ 
semination  is  desirable. 

72.  One  cwnment  suggested  that  pro¬ 
posed  §  2.19  should  be  amended  to  pro¬ 
vide  that  whenever  published,  an  advi¬ 
sory  opinion  should  reveal  the  Identity  of 
the  person  requesting  the  opinion  and 
should  set  forth  a  clear  statement  of  the 
facts  on  which  the  opinion  is  based.  It 
urged  also  that  any  opinion  state  that 
it  is  based  on  the  assumption  that  the 
facts  are  as  represented. 

The  Commissioner  currently  contem¬ 
plates  that  these  opinions  will  be  unpub¬ 
lished.  However,  the  Information  re¬ 
quested  in  the  comment  will  be  contained 
in  the  request  for  an  opinion  filed  with 
the  Hearing  Clerk,  where  the  responsive 
(pinion  would  also  be  filed,  and  both  will 
be  publicly  available. 

73.  One  comment  suggested  that  the 
Commissioner  should  be  authorized  to 
decline  to  Issue  an  advisory  opinion  when 


the  request  relates  to  conduct  In  which 
the  requester  is  already  engaged.  The 
comment  argued  that  Issuing  an  opinion 
in  such  circumstances  may  interfere  with 
enforcement  efforts  with  respect  to  the 
practice. 

The  Commissioner  advises  that  S  2.19 

(a)  (2)  (V)  authorizes  him  to  refuse  to  Is¬ 
sue  an  advisory  opinlcm  when  It  would 
not  be  in  the  public  interest,  and  thus 
provides  the  authority  that  the  comment 
advocates.  However,  the  Commissioner 
reiterates  that  he  may  conclude  that  it 
is  not  improper  to  issue  an  advisory  opin¬ 
ion  in  such  circumstances.  The  fact  that 
conduct  has  already  commenced  is  not  by 
itself  reason  not  to  issue  an  advisory 
opinion;  the  conduct  may  be  entirely 
lawful  and  appropriate. 

74.  One  comment  urged  that  proposed 
§  2.20  Food  and  Drug  Administration 
regulations,  guidelines,  recommenda¬ 
tions,  and  agreements  (21  CFR  2.20)  pro¬ 
vide  for  full  notice  and  comment  pro¬ 
ceedings  prior  to  the  Issuance  of  a  guide¬ 
line.  This  comment  and  one  other  urged 
particularly  that  guidelines  for  product 
labels  be  subject  to  notice  and  commoit 
rule  making.  The  comment  argued  that 
such  guidelines  have  considerable  eco¬ 
nomic  Impact  because  of  the  significant 
expense  associated  with  printing  and  de¬ 
sign  work.  A  related  comment  noted  that 
the  Supreme  Court  has  relied  heavily  on 
agency  guidelines  in  deciding  controver¬ 
sies  before  it,  referring  to  “Moody  v.  Al- 
bermarle  Paper  Company"  422  U.S.  405 
(1975),  and  urged  that  this  too  dictated 
observance  of  notice  and  comment  rule 
making  procedures  in  the  development  of 
guidelines. 

The  Commissioner  does  not  agree  with 
these  cc«nments.  Guidelines  ordinarily 
represent  agency  interpretations  of  for¬ 
mal  legal  requirements,  not  binding  leg¬ 
islative  rules.  The  Commissioner’s  deci¬ 
sion  not  to  commit  the  agency  to  provide 
opportunity  for  notice  and  comment  in 
the  development  of  guidelines  is  consist¬ 
ent  with  their  legal  status  under  these 
procedural  regulations.  Section  2.20(b) 
(8)  provides  that  although  guidelines 
may  be  relied  on  by  both  FDA  and  per¬ 
sons  outside  the  agency  In  administra¬ 
tive  or  court  proceedings  to  illustrate  ac¬ 
ceptable  and  unacceptable  procedures, 
they  do  not  establish  binding  l^al  re¬ 
quirements.  The  Commissioner  therefore 
believes  it  appropriate  that  the  agency 
retain  authority  to  develop  them  without 
prior  public  participation.  The  Commis¬ 
sioner  disagrees  with  the  reliance  on 
“Moody  V.  AJbermarle  Paper  Company’’ 
supra.  In  that  case,  the  Court,  while 
relying  on  agency  guidelines  of  the  Equal 
Employment  Opportunity  Commission, 
explicitly  recognized,  without  criticism, 
that  the  guidelines  were  not  administra¬ 
tive  regulations  promulgated  pursuant  to 
formal  procedures  establish^  by  Con¬ 
gress.  Thus,  the  case  can  be  read  as  sup¬ 
port  for  administrative  agencies  inter¬ 
preting  statutory  provisions  under  their 
jurisdiction  through  guidelines  devel¬ 
oped  without  formal  public  participation. 

Moreover,  these  regulations  do  not  pre¬ 
clude  all  public  participation  in  the  prep¬ 
aration  of  FDA  guidelines.  Section  2.20 

(b) (ll)  recognizes  explicitly  that  draft 


guidelines  may  be  disseminated  in  the 
same  manner  as  draft  Federal  Register 
notices  and  regulations  pursuant  to 
§  2.18.  In  such  cases,  the  regulations 
contemplate  at  least  Informal  public  par¬ 
ticipation  through  discussion  of  the  sub¬ 
stance  of  the  guideline.  In  addition, 
§  2.20(b)  (7)  provides  for  the  submission 
of  comments  on  a  guideline  or  amended 
guideline,  which  are  to  be  specifically 
considered  in  determining  whether  fur¬ 
ther  amendments  to  the  guideline  are 
appropriate.  The  Commissioner  believes 
that  these  two  provisions  allow  a  degree 
of  public  participation  in  the  formula¬ 
tion  of  guidelines  commensurate  with 
their  legal  status. 

75.  One  comment  raised  the  objec¬ 
tion,  also  directed  at  5  2.19,  that  it  is 
unfair  to  consider  as  Informal  the  per¬ 
sonal  opinions  of  agency  employees. 

The  Commissioner  refers  to  the  ex¬ 
planation  provided  In  his  discussion  of 
the  same  comment  regarding  §  2.19.  He 
there  indicated  his  conclusion  that  al¬ 
though  agency  employees  ought  to  be 
permitted  to  share  their  opinions  with 
the  public,  such  opinions  cannot  for¬ 
mally  bind  the  agency.  He  believes  it  is 
clearly  reasonable  to  limit  statements 
of  position  that  can  bind  the  agency  to 
regulations,  advisory  opinions,  and 
guidelines. 

76.  An  issue  raised  within  the  agency 
concerns  the  reliance  by  FDA  on  a  gov¬ 
ernment  procurement  standard  or  other 
standard  as  the  criterion  for  determin¬ 
ing  the  legality  of  a  product.  The  issue 
is  whether  the  agency  may  properly  so 
rely  if  it  has  not  previously  complied 
with  the  requirements  for  the  issuance  of 
guidelines  contained  in  this  section. 

The  Commissioner  advises  that  he  will 
consider  agency  reliance  on  government 
procurement  standards,  or  other  stand¬ 
ards,  to  be  subject  to  prior  compliance 
with  the  requirements  of  this  section  for 
guidelines,  including  Inclusion  in  the 
public  file  and  publication  of  a  notice  of 
availability  In  toe  Federal  Register. 

77.  A  minor  correction  has  been  made 
in  §  2.20(b)  (10)  in  toe  final  regulation. 
The  reference  to  "this  paragraph”  is 
changed  to  “paragraph  (b)(4)  of  this 
section.”  Paragraph  (b)  (4) ,  requiring  the 
placing  of  guidelines  In  a  public  file  in 
the  Hearing  Clerk's  ofiBce  and  toe  pub¬ 
lication  of  notice  of  their  availability  in 
toe  Federal  Register,  is  not  intended  to 
apply  to  analytical  methods.  While  con¬ 
sidered  to  be  guidelines  under  toe  sec¬ 
tion,  analytical  methods  are  too  numer¬ 
ous  and  complex,  and  are  amended  too 
frequently,  to  subject  them  generally  to 
these  provisions.  The  Commissioner  may, 
however,  in  his  discretion,  decide  that 
a  particular  analytical  method  should 
be  included  in  the  public  file. 

78.  A  question  has  been  raised  con¬ 
cerning  toe  availability  under  §  2.20  of 
draft  internal  guidelines  contained  in  the 
FDA  Staff  Manual.  The  issue  arose  as  a 
result  of  a  freedom  of  information  re¬ 
quest  to  the  agency  for  these  guidelines. 

The  Commissioner  advises  that  guide¬ 
lines  in  staff  manuals  are  not  formal 
“guidelines”  unless  there  has  been  com¬ 
pliance  with  toe  requirements  of  §  2.20. 
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They  rarely  involve  matters  of  "general 
applicablli^,’*  as  that  term  Is  used  In 
S  2.20,  but  generally  apply  to  internal 
agency  btisiness.  Accordingly,  neither 
§  2.20  nor  {  2.18  is  applicable  to  the  pub¬ 
lic  availability  of  draft  guidelines  of  this 
type,  nielr  availability  is  subject  only 
to  l^e  Freedom  of  Information  Act  and 
FDA  xPtibUc  information  regulations. 
Final  staff  manual  guidelines  are  publicly 
available  under  5  U.S.C.  552(a)(2)(C). 

No  comments  were  received  regarding 
§  2.21  Participation  in  outside  stand¬ 
ard-setting  activities  (21  CFR  2.21),  and 
it  is  Issued  as  proposed. 

79.  Many  comments  addressed  the  re¬ 
quirement  in  proposed  p>aragraph  (b)  of 
§  2.22  Public  calendars  (21  CFR  2.22) 
to  exempt  meetings  with  the  working 
press  from  listing  on  the  retrospective 
public  calendar.  The  preamble  to  the 
proposal  had  requested  speciflcaJly  that 
comments  be  submitted  on  this  issue. 
Most  of  the  comments  urged  that  meet¬ 
ings  with  the  working  press  be  listed  on 
the  calendar.  Several  cwnments  con¬ 
cluded  that  there  was  no  basis  for  ac¬ 
cording  special  treatment  to  meetings 
with'  the  press,  particularly  where,  as  in 
this  instance,  the  press  consisted  largely 
of  “expensive  ‘insider'  services”  that  as- 
sertedly  are  oriented  toward  Industry 
customers  and  capable  of  exerting  influ¬ 
ence  on  the  regulatory  process.  The  fail¬ 
ure  to  list  meetings  retrospectively,  it  was 
argued,  would  therefore  not  benesfit  the 
public  generally,  but  only  the  press.  One 
comment  stated  the  exemption  would  re¬ 
vive  the  supposedly  discredited  practice 
of  basing  news  on  “undisclosed  sources,” 
and  that  responsible  journalists  should 
not  need  the  anon3mity  that  the  pro¬ 
posed  rule  offered  them.  Another  com¬ 
ment  imged  that  a  policy  of  noridisclosxme 
of  press  meetmgs  might  lead  to  abuse  and 
encotuage  damaging  leaks. 

Several  contrary  argiunents  were  of¬ 
fered.  One  comment  described  the  func¬ 
tion  of  the  press  as  seeking  out  informa¬ 
tion  and  reporting  it,  and  cont^ded  that 
the  press  sho\ild  be  impeded  as  little  as 
possible  in  this  function.  The  cmnment 
argued  that  conscientious  reporting 
would  be  frustrated  if  reporters  had  to 
disclose  their  sources.  Hie  comment 
argued,  further,  that  agency  employees 
who  previously  have  been  willing  to  dis¬ 
cuss  matters  with  reporters  would  be  re¬ 
luctant  to  continue  doing  so  if  they  were 
required  at  the  same  time  to  disclose 
publicly  that  they  had  met  with  the 
press.  The  comment  argued  also  that  the 
idea  of  an  open  calendar  is  to  disclose 
contacts  with  government  ofBcials  by 
persons  seeking  to  mfluence  actions,  a 
category  that  does  not  include  members 
of  the  press,  who  do  not  espouse  a  partic¬ 
ular  viewpoint.  It  was  also  argued  that 
the  listing  would  not  necessarily  provide 
greater  protection  for  trade  secrets, 
whose  disclosure  would  be  m*(4ilbited. 
Rather,  the  information  whose  distribu¬ 
tion  would  be  restricted  would  likely  be  of 
a  type  that  would  cause  embarrassment 
or  annoyance.  Finally,  the  comment 
maintained  that  listing  press  ccmtacts 
would  hamper  press  competition,  which 
fosters  investigative  journalism. 
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The  Commissioner  has  decided  to  re¬ 
tain  the  exception  for  the  listing  of  press 
contacts  in  the  retrospective  calendar. 
He  concludes  that  listing  such  contacts  is 
not  necessary  to  serve  the  purpose  of  list¬ 
ing  generally,  and  would  be  unnecessar¬ 
ily  burdensome.  He  views  that  purpose  as 
publicizing  agency  contacts  with  per¬ 
sons  having  a  direct  personal  or  economic 
Interest  in  agency  decisions.  He  does  not 
believe  that  representatives  of  the  press, 
including  representatives  of  publications 
that  can  be  characterized  as  “trade 
press,”  fall  within  this  category.  More¬ 
over,  the  Commissioner  notes  that  repre¬ 
sentatives  of  the  trade  press  as  a  matter 
of  practice  visit  the  agency  on  virtually  a 
dally  basis  to  make  routine  inquiries. 
Consequently,  their  contacts  with  the 
various  agency  officials  listed  in  §  2.22(b) 
(3)  are  so  nvimerous  as  to  make  record¬ 
ing  each  contact  for  the  public  calendar 
impractical. 

The  Commissioner  concludes,  there¬ 
fore,  that  it  is  appropriate  to  exclude 
from  listing  on  the  public  calendar  con¬ 
tacts  with  various  segments  of  the  work¬ 
ing  press.  Consistent  with  the  purposes 
stated  above,  however,  he  Is  limiting  this 
exclusion  to  those  segments  of  the  work¬ 
ing  press  not  considered  to  be  “house 
organs,”  l.e.,  publications  published  by  a 
company  that  manufactures  or  distrib¬ 
utes  a  regulated  product  or  products,  or 
by  an  industry  association.  Contacts  with 
representatives  of  such  publications  will 
be  listed  on  the  retrospective  calendar. 

80.  One  comment  urged  that  pnnx^ed 
§  2.22(b),  prescribing  requirements  for 
the  retrospective  public  calendar,  list 
meetings  with  persons  outside  the  ex¬ 
ecutive  branch,  rather  than  only  those 
meetings  with  persons  outside  the  entire 
Federal  government.  The  Commissi<mer 
agrees.  He  believes  there  Is  valid  reason 
to  report  retrospectively  meetings  be¬ 
tween  FDA  officu^  and  persons  from  the 
legislative  or  Judicial  branches  of  govern¬ 
ment  that  are  held  to  discuss  positions  on 
regulatory  Issues  pending  before  the 
agency.  The  final  regulation  has  been 
modified  accordingly. 

81.  Another  comment  urged  that  the 
prospective  calendar  described  in  5  2.22 
(a)  be  required  to  list  “all  meetings  with 
persons  outside  Gtovemment.”  It  argued 
that  without  advance  notice  of  such 
meetings,  consumer  views  would  inevlta- 
Wy  be  presented  primarily  at  separate 
meetings  held  subsequently,  which  wo\Ud 
have  only  limited  utility.  Moreover,  be¬ 
cause  such  meetings  are  not  transcribed 
or  recorded,  the  comment  argued,  con¬ 
sumers  should  have  the  opportunity  to 
be  present  at  all  meetings  between  the 
agency  and  Industry  representatives  to 
represent  consumer  interests. 

The  Commissioner  disagrees;  the 
comment  misunderstands  the  purpose  of 
the  prospective  calendar,  which  is  to  list 
public  meetings,  conferences,  etc.,  not 
private  meetings.  Section  2.15(d)  of  the 
r^mlations  acknowledges  the  right  of 
any  person,  whether  a  representative  of 
Industry  or  any  other  group,  to  meet  pri¬ 
vately  with  representatives  of  the  agen- 
cy.  The  Commissioner  believes  the  list¬ 
ing  (m  the  retrospective  calendar  <A 
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such  meetings  that  occur  with  certain 
agency  officials,  and  the  filing  of  aiVTO- 
priate  memoranda  summarizing  all  such 
meetings  in  the  administrative  file,  ade¬ 
quately  protect  the  Interests  of  persons 
not  in  attendance.  Such  memoranda, 
would,  except  where  exempt  frwn  dls- 
closme,  be  publicly  available  through 
either  the  Hearing  Clerk  or  the  Public 
Records  and  Documents  Center.  The 
Commissioner  believes  these  procedures 
fairly  balance  consumer  interests  with 
the  rights  of  any  citizen  to  meet  pri¬ 
vately  with  agency  officials. 

82.  One  comment  contended  that  it 
should  be  mandatory  instead  of  optional 
to  list  telephone  calls  in  the  retrospec¬ 
tive  calendar.  It  argued  that  the  sub¬ 
stance  of  a  meeting  or  call  should  deter¬ 
mine  whether  it  should  be  Included  on 
the  calendar,  not  whether  it  was  held  in 
person  or  by  telephone.  The  comment 
insisted  that  all  telephone  calls  that 
could  influence  agency  decisions  should 
be  recorded  on  the  calendar. 

The  Commissioner  agrees  that  it  is  the 
substance  of  a  meeting  that  should  de¬ 
termine  whether  it  is  mduded  on  the 
calendar.  However,  he  believes  the  pro¬ 
posed  regulation  is  responsive  to  the 
comment.  He  advises  that  recording  of 
calls  is  made  optional  with  agency  em¬ 
ployees  to  eliminate  the  need  to  list  calls 
that  do  not  bear  upon  the  decisionmak¬ 
ing  process  of  the  agency,  e.g.,  calls  to 
establish  a  time  for  a  meeting.  The  ex¬ 
pectation  is  that  any  call  affecting  a 
matter  of  policy  will  be  noted.  All  such 
caUs  must  in  any  event  be  summarized 
in  written  memoranda  for  inclusion  in 
the  administrative  file  under  §  2.15,  and 
such  memoranda  would  be  subject  to 
disclosure  under  the  Freedom  of  Infor- 
matiCHi  Act.  Listing  of  telephone  calls 
on  the  public  calendar  may,  therefore, 
prcH>erly'  remain  optional  with  individual 
agency  employees. 

83.  One  comment  urged  that  the  pros¬ 
pective  public  calendar  be  published  in 
the  Federal  Register.  The  comment 
stated  that  the  locations  presently  spec¬ 
ified  in  §  2.22(a)  (2)  for  public  display 
of  the  calendar  will  not  assure  sufficient¬ 
ly  wide  dissemination  Oa  the  informa¬ 
tion. 

The  Commissioner  does  not  agree. 
Publication  in  the  Federal  Register  is 
not  appropriate  for  routine  matters  such 
as  a  w  eekly  calendar.  The  Commissioner 
believes  the  provisions  made  for  public 
display  of  both  the  prospective  and  ret¬ 
rospective  public  calendars  are  ade¬ 
quate.  Moreover,  the  Commissioner  as¬ 
sures  that  topical  items  appearing  in 
the  calendar  will  be  noted  regularly  in 
the  trade  press. 

84.  Section  2.22(b)  (3)  (ix)  in  the  final 
regulation  has  been  modified  to  include, 
among  the  agency  representatives  re¬ 
quired  to  list  their  attendance  at  meet¬ 
ings  on  the  public  calendar,  any  repre¬ 
sentative  of  the  Chief  Counsel’s  office 
who  attends  or  plans  to  attend  a  public 
meeting  on  behalf  of  the  Chief  Counsel. 
The  organization  of  the  Chief  Counsel’s 
office  is  such  that  representatives  other 
than  the  Chief  Counsel  or  Deputy  Chief 
Counsel  frequently  attend  meetings  with 
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members  of  the  public  as  the  designated 
representative  of  the  office.  The  effect  of 
the  requirement  will  be  to  bring  to  pub¬ 
lic  attention  meetings  that  might  other¬ 
wise  not  be  reported. 

85.  Niunerous  comments  on  proposed 
§  2.23  Representation  by  an  organiza¬ 
tion  (21  CFR  2.23)  objected  to  the  dis¬ 
tinction  between  "organization”  in  para¬ 
graphs  (a)  and  (c) .  and  “trade  associa¬ 
tion”  in  paragraph  (b).  Several  com¬ 
ments  questioned  whether  these  terms 
included  professional  associations,  con¬ 
sumer  groups,  large  food  cooperatives, 
etc. 

The  Commissioner  advises  that  the  di¬ 
vergent  references  to  “organization”  and 
“trade  association”  were  inadvertent.  As 
proposed,  the  section  was  intended  to 
apply  to  any  organization,  including  a 
trade  association  that  represents  a 
“membership,”  or  other  clearly  defined 
group  appearing  before  the  agency.  Thus, 
professional  and  trade  associations  as 
well  as  consumer  groups  having  an  iden¬ 
tifiable  membership  would  be  included. 

86.  A  large  number  of  comments  ob¬ 
jected  to  the  statement  in  proposed  §  2.- 
23(b)  that  any  representation  by  a  trade 
association  in  a  petition,  ccunment,  ob¬ 
jection.  or  otherwise  would  be  treated  by 
FDA  as  binding  on  all  members  except 
those  that  had  excluded  themselves  by 
name.  Numerous  reasons  were  offered  to 
support  this  objection.  Many  comments 
urged  that  the  requirement  was  imprac¬ 
ticable;  associations,  operating  within 
existing  resources  and  prescribed  time 
frames,  could  not,  it  was  said,  determine 
members’  individual  views  prior  to  sub¬ 
mitting  comments.  The  comments  point¬ 
ed  out  that  associations  ordinarily  at¬ 
tempt  to  refiect  consensus  views,  and 
that  if  adopted,  the  rule  would  dramatic¬ 
ally  reduce  the  effectiveness  of  associa¬ 
tions  and  primarily  penalize  small  com¬ 
panies  that  rely  heavily  on  associations 
to  express  their  views.  Legal  objections 
were  also  raised  as  well.  Many  comments 
noted  that  trade  associations  have  an 
identity  apart  from  their  membership 
and  do  not  purport  to  act  as  agents  for 
each  of  their  members.  The  comments 
argued  that  FDA  could  not  Impose  an 
“agency”  relationdilp  by  regulation. 

The  Commissioner  is  persuaded  that 
the  proposed  regulation  should  be  modi¬ 
fied  to  eliminate  the  provision  that  rep- 
resentaticms,  petitions,  cmnments,  or  ob¬ 
jections  by  trade  associations  are  bind¬ 
ing  on  all  members  who  have  not  ex¬ 
pressly  excluded  themselves.  He  is  per¬ 
suaded  by  the  practical  difficulties  of 
eliciting  the  views  of  an  association 
member  within  the  customary  comment 
period.  He  also  agrees  with  those  com¬ 
ments  that  contended  that  organiza¬ 
tions,  including  trade  associations,  should 
be  entitled  to  participate  in  agency  pro¬ 
ceedings  in  their  own  right.  Consequent¬ 
ly,  the  final  provision  does  not  assert 
that  association  views  will  be  binding  on 
association  members  and  does  not  re¬ 
quire  exclusion  by  name  of  members  who 
do  not  subscribe  to  the  views  of  the 
organization.  ' 

87.  An  equally  large  number  of  com¬ 
ments  objected  to  the  requirement  of 
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proposed  §  2.23(b)  (1)  that  any  submis¬ 
sion  by  a  trade  association  (or  other  or¬ 
ganization  representing  the  views  of  its 
members)  be  accompanied  by  a  current 
membership  list  or  that  the  association 
have  such  a  list  on  file  in  the  Hearing 
CHerk’s  office.  Several  associations  argued 
that  their  membership  was  simply  too 
large  and  fluid;  others  contended  that 
the  requirement  unlawfully  infringed  on 
the  constitutional  right  of  persons  to  pe¬ 
tition  their  government  or  the  right  to 
participate  in  agency  activities  under 
the  Administrative  Procedure  Act  and 
the  Federal  Food,  Drug,  and  (Cosmetic 
Act.  Several  comments  pointed  to  cases 
that  have  recognized  a  ccmstitutlonal 
right  against  disclosure  of  association 
memben^p,  citing  NAACP  v.  Alcibama, 
357  U.S.  449  (1958) ,  Bates  v.  Little  Rock. 
361  U.S.  516  (1960),  and  later  cases,  a 
right  that  can  only  be  overcome  by  a 
compelling  governmental  interest  in  dis- 
closme,  citing  Gibson  v.  Florida  Legisla¬ 
tive  Investigation  Committee.  372  U.S. 
539  (1963).  Some  associations  stated, 
however,  that  they  had  no  objection  to 
filing  membership  lists  with  the  Hearing 
Clerk. 

The  Commissioner  does  not  accept  the 
argument  that  the  cited  cases,  dealing 
principally  with  potential  restrictions  (m 
freedom  of  expression,  preclude  requiring 
disclosure  of  association  membership  in 
the  context  of  administrative  proceed¬ 
ings  to  establish  regulations  based  on  in¬ 
formation  submitted  by  parties  having 
obvious  interests  in  the  outcome.  How¬ 
ever,  because  the  CJommissioner  has 
elected  not  to  consider  the  positions- 
taken  by  associations  as  binding  on  all 
members,  there  is  no  compelling  reaswi 
to  insist  on  the  submission  of  member¬ 
ship  lists  by  such  organizations,  and  the 
proposed  requirement  is  not  adopted. 
Section  2.23(c)  of  the  final  regulation 
requests  that  such  lists  be  provided  on 
an  annual  basis  to  the  Hearing  Clerk  for 
placement  in  a  sp>eclal  file  that  will  be 
available  for  public  examination.  TTie 
Commissioner  hopes  that  organizations 
pavticipaUng  regularly  in  agency  pro¬ 
ceedings  will  file  membership  lists  for  he 
believes  lhat  information  concerning  the 
number  and  identity  of  members  of  as¬ 
sociations  will  facilitate  his  evolution  of 
association  comments. 

88.  Many  comments  also  questioned 
the  requirement  in  proposed  §  2.23 (bl  (2) 
that  would  prohibit  a  member  of  a  trade 
association  from  deriving  any  rights  in¬ 
dividually  from  the  filing  by  its  associa¬ 
tion  of  an  objection  or  request  for  hear¬ 
ing  pursuant  to  {§  2.110  through  2.112. 
The  comments  claimed  it  was  inequitable 
to  require  members  to  be  bound  by  as¬ 
sociation  positions  and  not  to  provide 
rights  commensurate  with  the  obliga¬ 
tion  imposed.  The  Commissioner  has  re¬ 
tained  the  proposed  provision  (§  2.23(d) 
in  the  final  regulation),  because  he  no 
longer  intends  to  consider  association 
members  boimd  by  positions  taken  by 
their  association.  However,  he  has  am¬ 
plified  the  provision  to  make  clear  that 
association  members  who  wish  to  file  ob¬ 
jections  or  requests  for  hearing  must  do 
so  in  their  own  name  if  they  wish  to  de¬ 
rive  any  rights  therefrom. 


89.  Many  comments  challenged  tlie 
validity  of  proposed  9  2.23(c),  in  which 
the  Commissioner  annoimced  his  inten¬ 
tion  to  treat  any  court  proceeding  in 
which  an  organization  participates  as  a 
class  action,  and  to  assert  in  any  related 
court  case  the  doctrines  of  res  judicata 
and  collateral  estoppel  against  all  or¬ 
ganization  members  except  those  ex¬ 
cluded  by  name.  The  comments  insisted 
that  class  actions  must  meet  specific  ju¬ 
dicial  requirements  whose  applicability 
can  only  be  determined  in  specific  pro¬ 
ceedings.  Other  comments  questioned  the 
wisdom  of  including  such  statements  of 
litigation  strategy  in  these  regulations. 

The  Commissioner  acknowledges  that 
whether  an  organization  challenge  to 
FDA  reg\ilations  or  other  agency  action 
should  be  adjudicated  as  a  class  action, 
just  as  the  application  of  the  doctrines 
of  res  judicata  or  collateral  estoppel,  will 
ultimately  be  determined  judicially. 
Nonetheless,  he  has  retained  the  provi¬ 
sion  (§  2.23(e)  in  the  final  regulation)  to 
emphasize  that  the  positions  stated  re¬ 
flect  the  agency’s  posture  in  court. 

No  comments  were  received  regarding 
§  2.24  Settlement  pr(^>osals  (21  CFR 

2.24) ,  and  it  is  issued  as  proposed. 

No  comments  were  received  regarding 
§  2.25  Waiver,  suspension,  or  modifica¬ 
tion  of  procedural  requirements  (21  CFR 

2.25)  and  it  is  issued  as  proposed. 

The  proposed  regulations  on  admin¬ 
istrative  practices  and  procedures  con¬ 
tained  proposed  conforming  changes  in 
numerous  existing  regulations  of  the 
agency.  The  Commissioner  has  promul¬ 
gated  s<xne  of  the  proposed  conforming 
regulations  at  the  time  of  finalizing  Sub- 
p>arts  B  and  P  of  Part  2.  In  this  document, 
the  Commissioner  is  issuing  the  remain¬ 
der  of  the  conforming  regulati<»is  sub¬ 
stantially  as  proposed,  inasmuch  as  no 
comments  were  receiv^-on  them. 

The  changes  in  §  330.10(a)  (12)  t21 
CFR  330.10(a)  (12) )  set  forth  in  the  Sep¬ 
tember  3, 1975  proposal  have  been  incor¬ 
porated  in  a  final  regulati(m  to  be  pub¬ 
lished  in  the  Federal  Register  in  the 
near  future. 

Section  328.30  Procedure  for  estab¬ 
lishing,  amending  or  repealing  standards 
has  been  recodified  as  §  829.30  (recodifi¬ 
cation  published  in  the  Federal  Register 
of  February  13,  1976  (41  PR  6907) )  and 
the  propos^  conforming  amendment  to 
the  section  is  finalized  in  this  document 
under  Part  829. 

Therefore,  imder  the  Federal  Pood, 
Drug,  and  Cosmetic  Act  (sec.  201  et  seq., 
52  Stat.  1040  (21  UB.C.  321  et  seq.) ) ,  the 
Public  Health  Service  Act  (sec.  1  et  seq., 
58  Stat.  682.  as  amended  (42  U.S.C.  201 
et  seq.) ) ,  the  Comprehensive  Drug  Abuse 
Prevention  and  Control  Act  of  1970  (sec. 
4.  84  Stat.  1241  (42  U.S.C.  257a)),  the 
Controlled  Substances  Act  (sec.  301  et 
seq.,  84  Stat.  1253  (21  U.S.C.  821  et  seq.)  ) . 
the  Federal  Meat  Inspection  Act  (sec. 
409(b),  81  Stat.  600  (21  U.S.C.  679(b)). 
the  Poultry  Products  Inspection  Act  (sec. 
24(b),  82  Stat.  807  (21  U.S.C.  467f(b)), 
the  Egg  Products  Inspection  Act  (sec.  2 
et  seq.,  84  Stat.  1620  (21  UH.C.  1031  et 
seq.) ) .,  the  Federal  Import  Milk  Act  (44 
Stat  1101  (21  U.S.C.  141  et  seq.)).  the 
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Tea  Importation  Act  (21  U^.C.  41  et 
seq.) ,  the  Federal  Caustic  Poison  Act  (44 
Stat.  1406  (15  UJ3.C.  401-411  notes)), 
the  Fair  Packaging  and  Labeling  Act  (80 
Stat  1296  (15  U^.C.  1451  et  seq.)),  and 
all  other  statutory  authority  delegated  to 
the  Commissioner  (21  CFR  5.1)  (recodi- 
hcation  published  in  the  Federal  Regis¬ 
ter  of  June  15,  1976  (24262)),  Chapter 
I  of  Title  21  of  t?ie  Code  of  Federal  Reg¬ 
ulations  Is  amended  as  follows : 

PART  1— REGULATIONS  FOR  THE  EN¬ 
FORCEMENT  QF  THE  FEDERAL  FOOD, 
DRU(S,  AND  COSMETIC  ACT  AND  THE 
FAIR  PACKAGING  AND  LABEUNG  ACT 

1.  By  revising  S  1.1a  to  read  as  follows: 

§  1.1a  Foods,  drugs,  devices,  and  cos¬ 
metics;  labeling;  procedure  for  re¬ 
questing  variations  and  exemptions 
from  required  label  statements. 

Section  403(e)  of  the  act  (in  this  Part 
1,  the  term  “act”  means  the  Federal 
Food,  Drug,  and  Cosmetic  Act)  provides 
for  the  establishment  by  regulation  of 
reasonable  variations  and  exemptions 
for  small  packages  from  the  required 
d^laratlon  of  net  quantity  of  contents. 
Section  403(1)  of  the  act  provides  for  the 
establishment  by  regulation  of  exemp¬ 
tions  from  the  required  declaration  of 
ingredients  where  such  declaration  is 
impracticable,  or  results  in  deception  or 
unfair  comptetltion.  Section  502(b)  of 
the  act  provides  for  the  establishment  by 
regulation  of  reasonable  variations  and 
exemptions  for  small  packages  from  the 
re(iuired  declaration  of  net  quantity  of 
contents.  Section  602(b)  of  the  act  pro¬ 
vides  for  the  establishment  by  regulation 
of  reasonable  variations  and  exemptions 
for  small  packages  from  the  required 
declaration  of  net  quantity  of  contents. 
Section  5(b)  of  the  Fair  Packaging  and 
Labeling  Act  provides  for  the  establish¬ 
ment  by  regulation  of  exemptions  from 
certain  required  declarations  of  net 
quantity  of  contents,  identity  of  com¬ 
modity,  Identity  and  location  of  manu¬ 
facturer,  packer,  or  distributor,  and  from 
declaration  of  net  quantity  of  servings 
represented,  based  on  a  finding  that  full 
compliance  with  such  required  declara¬ 
tions  is  impracticable  or  not  necessary 
for  the  adequate  protection  of  consumers, 
and  a  further  finding  that  the  nature, 
form,  or  quantity  of  the  pcu^kaged  con¬ 
sumer  commodity  or  other  g(xxi  and  suf¬ 
ficient  reasons  justify  such  exemptions. 
The  Commissioner,  on  his  own  initiative 
or  on  petition  of  an  interested  person, 
may  propose  a  variation  or  exemption 
based  upon  any  of  the  foregoing 
statutory  provisions,  including  proposed 
findings  if  section  5(b)  of  the  Fair  Pack¬ 
aging  and  Labeling  Act  applies,  pursuant 
to  Part  2  of  this  chapter. 

2.  By  revising  §  1.8d(f)  to  read  as 
follows: 

§  1.8d  Food  labeling;  information  panel. 
•  *  •  •  • 

(f )  If  the  label  of  any  package  of  food 
is  t(X)  small  to  accommodate  all  of  the 
information  required  by  9§  i.8a,  1.8c, 
1.10, 1.13, 1.17,  and  1.18,  and  Parts  80  and 
125  of  this  chapter,  the  Commissioner 


may  establish  by  regulaticm  an  accept¬ 
able  alternative  method  of  disseminating 
such  information  to  the  public,  e.g..  a 
tjfpe  size  smaller  than  one-sixteenth  inch 
in  height,  or  labeling  attached  to  df  in¬ 
serted  in  the  package  or  available  at  the 
point  of  purchase.  A  petition  requesting 
such  a  regulation,  as  an  amendment  to 
this  paragraph  shall  be  submitted  pursu¬ 
ant  to  Part  2  of  this  chapter.  - 


PART  2— ADMINISTRATIVE  PRACTICES 
AND  PROCEDURES 

3.  By  revising  Subpart  A  of  Part  2  to 
read  as  follows : 

Subpart  A — General 

Sec. 

2.1  Scope. 

2.3  Definlttons. 

2.4  SiunmarleB  of  administrative  practloea 

and  procedures. 

2.5  Submission  of  dociimento  to  Hearing 

Clerk;  computation  of  time;  avall- 
abUity  for  public  disclosure. 

2.6  Initiation  of  administrative  proceed¬ 

ings. 

2.7  Citizen  petition. 

2.8  Administrative  reconsideration  of  ac¬ 

tion. 

2.9  Administrative  stay  of  actltm. 

2.10  Promulgation  of  regulations  for  the 

efficient  enfOTcement  of  the  law. 

2.11  Covirt  review  of  final  administrative 

action;  exhaustion  of  administra¬ 
tive  remedies. 

2.12  Promulgation  of  regulations  and 

orders  after  an  <^p<M^untty  for  a 
formal  evidentiary  public  hearing. 

2.13  Separatl<m  of  functions;  ex  parte  oom- 

munioations. 

2.14  Referral  by  ooxu-t. 

2.15  Meetings  and  emrespondenoe. 

2.16  Dociimentatl<m  of  significant  deci¬ 

sions  In  administrative  file. 

2.17  Internal  agency  review  of  decisions 

2.18  Dissemination  of  draft  Fbdoal  Bm- 

isTxa  notices  and  regulatloos. 

2.19  Advisory  opinions. 

2.20  Food  and  Drug  Administration  regula¬ 

tions.  guidelines, 
and  agreements. 

2.21  Participation  In  outside  standard- 

setting  activities. 

2.22  Public  calendars. 

2.23  Representatiem  by  an  organization. 

2.24  SetUement  proposals. 

2.25  Waiver,  suspension,  ot  naodlfioation 

of  procedural  requlimnents. 

Authoritt:  Sec.  201  et  seq..  Pub.  L  717,  52 
Stat.  1040  as  amended  (21  DH.C.  321  etssq.); 
sec.  1  et  seq..  Pub.  L.  410,  68  Stat.  683  as 
amended  (42  UA.C.  201  et  seq.) ;  sec.  4,  Pub. 
L.  91-513,  S4  Stat.  1241  (42  n.S.C.  257a) ;  sec. 
301  et  seq..  Pub.  L.  91-513,  84  Stat.  1258  (21 
nJ3.C.  821  et  seq.);  sec.  409(b).  Pub.  L.  242, 
81  Stat.  600  (  21  UH.C.  679(b) >;  sec.  24(b). 
Pub.  L.  85-172,  82  Stat.  807  (21  UA.O.  467f 
(b) ) ;  sec.  2  et  seq..  Pub.  L.  91-597,  84  Stat. 
1630  (21  I7.S.C.  1031  et  seq.);  secs.  1  through 
9.  Pub.  L.  625,  44  Stat.  1101-1103  as  amended 
(21  IT.S.C.  141-149) ;  secs.  1  through  10.  Cfiiap- 
ter  358,  29  Stat.  604-609  as  amended  (21 
UA.C.  41-50) ;  sec.  1  et  seq..  Pub.  L.  783,  44 
Stat.  1406  as  amended  (16  uis.C.  401  et  seq.) ; 
sec.  1  et  seq..  Pub.  L.  89-776,  80  Stat.  1296 
as  amended  (15  U.S.C.  1451  et  seq.). 

Subpart  A — General 
§  2.1  Scope. 

(a)  Part  2  governs  practices  and  pro¬ 
cedures  applicable  to  all  petitions,  hear¬ 
ings,  and  other  administrative  proceed¬ 


ings  and  activities  conducted  by  the  F(x>d 
and  Drug  Administration  pursuant  to 
the  Federal  Food.  Drug,  and  Cosmetic 
Act,  the  Public  Health  Service  Act,  and 
other  laws  with  respect  to  which  author¬ 
ity  has  been  delegated  to  the  Commis¬ 
sioner  of  Fo<xi  and  Drugs  pursuant  to 
S  5.1  of  this  chapter,  except  to  the  extent 
that  specific  provisions  In  other  sections 
of  this  chapter  state  different  require¬ 
ments  with  respect  to  a  particular 
matter. 

(b)  Where  a  specific  provision  in  an¬ 
other  section  of  this  chapter  states  a  dif¬ 
ferent  requirement  with  respect  to  a  par¬ 
ticular  matter  (e.g..  the  use  a  form  dif¬ 
ferent  from  the  one  specified  in  9  2.7 
(b) ) ,  the  sections  in  this  part  shall  apply 
to  the  extent  that  they  do  not  conflict 
with  such  other  provisions  (e.g.,  the  re¬ 
quirements  for  inclusion  of  all  data  and 
information  and  for  translations  of  for¬ 
eign  language  in  9  2.5(b)  shall  apply  re¬ 
gardless  of  which  form  is  used) .  ^ 

§  2.3  Definitions. 

(а)  As  used  in  this  part,  the  follow¬ 
ing  terms  shall  have  the  meanings  spec¬ 
ified: 

(1)  “Act”  means  the  Federal  Pood, 
Drug,  and  Cosmetic  Act  unless  otherwise 
indicated. 

(2)  “Department”  means  the  United 
States  Department  of  Health,  Education, 
and  Welfare. 

(3)  “Secretary”  means  the  Secretary 
of  Health,  Education,  and  Welfare. 

(4)  “Commissioner’’  means  the  Com¬ 
missioner  of  F(X)d  and  Drugs,  FVxid  and 
Drug  Administration,  United  States  De¬ 
partment  of  Health,  Education,  and  Wel¬ 
fare,  or  his  designee. 

(5)  “Agency”  means  the  Pood  and 
Drug  Administration. 

(б)  “Person”  includes  an  individual, 
partnership,  corporation,  association,  or 
other  legal  entity. 

(7)  “Presiding  officer”  means  the 
Commissioner  or  his  designee  or  an  Ad¬ 
ministrative  Law  Judge  appointed  as 

■  provided  in  5  U.S.C,  3105. 

(8)  “Hearing  CTlerk”  means  the  Hear¬ 
ing  CHerk  of  the  Food  and  Drug  Adminis¬ 
tration,  United  States  Department  of 
Health,  Educatiem,  and  Welfare.  Rm.  4- 
65,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

(9)  “Proceeding”  and  “administrative 
proceeding”  mean  any  undertaking  to  is¬ 
sue,  amend,  or  revoke  a  regulation  or 
order,  or  to  take  or  refrain  from  taking 
any  other  form  of  administrative  action. 

(10)  “Party”  means  the  bureau  of  the 
Pood  and  Drug  Administration  responsi¬ 
ble  for  the  matter  involved  and  every 
person  who  either  has  exercised  a  right 
to  request  or  has  been  granted  the  right 
by  the  Commissioner  to  have  a  formal 
evidentiary  public  hearing  pursuant  to 
Subpart  B  of  this  part  or  a  regulatory 
hearing  before  the  Commissioner  pursu¬ 
ant  to  Subpart  F  of  this  part,  or  who  has 
waived  any  such  right  in  order  to  obtain 
the  establishment  of  a  Public  Board 
Huiuiry  pursuant  to  Subpart  C  of  this 
pa^  and  as  a  result  oi  whose  action  a 
formsd  evidentiary  hearing  or  a  regula- 
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tory  hearing  before  the  Commissioner 
has  been  granted  or  a  Public  Board  of 
Inquiry  has  been  established. 

(11)  “Participant"  means  any  person 
participating  in  any  proceeding.  Includ¬ 
ing  each  party  and  any  other  interested 
person. 

(12)  “Interested  person"  or  “any  per¬ 
son  who  will  be  adversely  affected" 
means  any  person  who  submits  a  peti¬ 
tion  or  comment  or  objection  or  other¬ 
wise  requests  an  opportunity  to  par¬ 
ticipate  in  any  informal  or  formal 
administrative  proceeding  or  court 
action. 

(13)  "Public  Board  of  Inquiry"  or 
“Board"  means  an  administrative  law 
tribunal  constituted  pursuant  to  the  pro¬ 
visions  of  Subpart  C  of  this  part. 

(14)  “Public  advisory  committee"  or 
“advisory  committee"  means  any  c<Mn- 
mittee.  board,  conunission,  council,  con¬ 
ference,  panel,  task  force,  or  other 
similar  group,  or  any  subcommittee  or 
other  subgroup  thereof,  that  is  not  com¬ 
posed  wholly  of  full-time  oflBcers  or  em¬ 
ployees  of  the  Federal  government  and  is 
established  or  utilized  by  the  Food  and 
Drug  Administration  to  obtain  advice  or 
recommendations. 

(15)  “Formal  evidentiary  public  hear¬ 
ing"  means  any  hearing  conducted  pur¬ 
suant  to'  the  provisions  of  Subpart  B  of 
this  part. 

(16)  “Public  hearing  before  a  Public 
Board  of  Inquiry"  means  any  hearing 
conducted  by  a  Board  pursuant  to  the 
provisions  of  Subpart  C  of  this  part. 

(17)  ^“Public  hearing  before  a  public 
advlsoiV  committee"  means  any  hearing 
conducted  by  an  advisory  ccmunittee  pur- 
siiant  to  the  provisions  of  Subpart  D  of 
this  part. 

(18)  "Public  hearing  before  the  Com- 
missi<mer”  means  any  hearing  conducted 
by  the  Commissioner  or  his  designee 
pursuant  to  the  provisions  of  Subpart  E 
of  this  part. 

(19)  “Regulatory  hearing  before  the 
Food  and  Drug  Administration"  means 
any  hearing  conducted  by  an  authorized 
employee  of  the  Food  and  Drug  Admin¬ 
istration  pursuant  to  the  provisions  of 
Subpart  F  of  this  part. 

(20)  “The  laws  administered  by  the 
Commissioner”  means  all  the  statutory 
provisions  with  respect  to  which  author¬ 
ity  has  been  delegated  to  the  Commis¬ 
sioner  pursuant  to  S  5.1  of  this  chapter. 

(21)  “Petition”  means  any  petition,  ap¬ 
plication,  or  other  document  requesting 
the  Commissioner  to  establish,  amend, 
or  revoke  a  regulation  or  order,  or  to  take 
or  refrain  from  taking  any  other  form 
of  administrative  action,  imder  the  laws 
administered  by  him. 

(22)  “Regulation"  means  any  agency 
rule  of  general  or  particular  applicability 
and  future  effect  implementing  or  apply¬ 
ing  any  law  administered  by  the  Com¬ 
missioner  or  relating  to  ad^nlstrative 
practices  and  procedures.  Pursuant  to 
§  2.20(a),  all  agency  regulations  shall  be 
promulgated  in  the  Federal  Register 
and  codified  in  the  Code  of  Federal  Reg¬ 
ulations. 

(23)  “Order"  means  any  final  agency 
disposition,  other  than  the  issuance  of  a 


regulation,  in  a  proceeding  concerning 
any  matter  and  includes  acticm  on  any 
new  drug  application,  new  animal  drug 
application,  or  biological  license. 

(24)  “Meeting"  means  any  oral  discus¬ 
sion.  whether  by  telephone  or  in  person. 

(25)  “OflBce  of  the  Commissioner"  in¬ 
cludes  the  ofBces  of  the  associate  and 
assistant  commissioners  and  excludes  the 
bureaus,  the  ofBce  of  the  Executive  Di¬ 
rector  for  Regional  Operations,  and  all 
regional  and  district  offices. 

(26)  “Administrative  action"  includes 
every  form  and  kind  of  act,  including  the 
refusal  or  failure  to  act,  involved  in  the 
implementations  of  the  laws  adminis¬ 
tered  by  the  Commissioner,  except  that 
it  does  not  include  the  referral  of  appar¬ 
ent  violations  to  United  States  attorneys 
for  the  institution  of  civil  and  criminal 
proceedings  and  acts  preparatory  or  in¬ 
cidental  thereto. 

(27)  “Administrative  file"  means  the 
file  maintained  by  the  Food  and  Drug 
Administration,  in  which  all  d(x:uments 
pertaining  to  an  administrative  proceed¬ 
ing,  including  internal  working  memo¬ 
randa  and  recommendations,  are  re¬ 
tained. 

(28)  “Food  and  Drug  Administration 
employee”  or  “FV>od  and  Drug  Adminis¬ 
tration  representative”  shall  be  deemed 
to  Include  members  of  the  F(x>d  and 
Drug  Division  of  the  office  of  the  Gen¬ 
eral  Coimsel  of  the  Department  of 
Health,  Education,  and  Welfare. 

(29)  “Ex  parte  communication”  means 
an  oral  or  written  communication  not  cm 
the  public  record  with  respect  to  which 
reasonable  prior  notice  to  all  parties  is 
not  given,  but  it  shall  not  include  requests 
for  status  reports  on  any  matter  or  pro¬ 
ceeding. 

(b)  Any  term  which  is  defined  in  sec¬ 
tion  201  of  the  Federal  Food,  Drug,  and 
Cosmetic  Act  or  Part  1  of  this  chapter 
shall  have  that  definition. 

(c)  Words  in  the  singular  form  shall 
be  deemed  to  include  the  plural,  words 
in  the  masculine  form  shall  be  deemed 
to  include  the  feminine  form,  and  vice 
versa,  as  the  case  may  require. 

(d)  Whenever  any  reference  is  made 
to  this  part  to  any  person  in  the  Food 
and  Drug  Adminlstrati(^,  e.g.,  the  di¬ 
rector  of  a  bureau,  such  reference  shall 
also  be  deemed  to  include  all  persons  to 
whom  that  person  has  delegate  the  spe¬ 
cific  function  involved. 

§  2.-1  Suniinarien  of  administrative  prae- 
lieos  and  proeedures. 

The  Commissicaier  shall  prepai'e  for 
public  distribution  siunmaries  of  F(X)d 
and  Drug  Administration  administrative 
practices  and  procedures  in  terms  that 
are  readily  understood  in  order  to  en¬ 
courage  and  facilitate  participation  in  all 
agency  ^activities. 

§  2..?  Submission  of  doeiiments  to  Hear* 
ing  Oerk;  roniputation  of  time; 
availability  for  public  disclosure. 

(a)  All  submissions  to  the  Hearing 
Clerk  of  petitions,  comments,  objections, 
notices,  compilations  of  data  and  infor¬ 
mation,  and  any  other  documents  pursu¬ 
ant  to  this  part  or  other  sections  in  this 
chapter  shall  be  filed  in  four  copies 


except  as  otherwise  specifically  provided 
in  any  relevant  Federal  Register  notice 
or  in  other  sections  of  this  chapter.  The 
Hearing  Clerk  shall  be  the  agency  cus¬ 
todian  of  such  documents. 

(b)  All  such  submissions  shall  be 
signed  by  the  pers(»i  making  the  sub¬ 
mission,  or  by  an  attorney  or  otiier  au¬ 
thorized  represoitative  <m  his  behalf. 
Submissions  by  trade  ass(x:iations  shall 
also  be  subject  to  the  requirements  of 
8  2.23(b). 

(c)  All  data  and  Information  referred 
to  or  in  any  way  relied  up<m  in  any  such 
submissions  shall  be  included  in  full  and 
may  not  be  in(x>rporated  by  reference, 
unless  previously  submitted  as  part  of 
the  administrative  file  in  the  same 
proceeding. 

(1)  A  copy  of  any  article  or  other  ref¬ 
erence  or  source  cited  shall  be  Included, 
except  where  the  reference  or  soim;e  is; 

(1)  A  reported  Federal  court  case, 

(ii)  A  Federal  law  or  regulation, 

(iii)  A  Food  and  Drug  Administration 
document  that  is  routinely  piffilicly  avail¬ 
able.  or 

(iv)  A  recognized  medical  or  scientific 
textbook  that  is  readily  available  to  the 
agency. 

(2)  If  any  part  of  the  material  submit¬ 
ted  is  in  a  foreign  language,  it  shall  be 
accompanied  by  an  English  translation 
verified  under  oath  to  be  c(Hnplete  and 
accurate,  together  with  the  name,  ad¬ 
dress,  and  a  brief  statement  of  the  qual¬ 
ifications  of  the  paeon  making  the 
translation.  Translations  of  literatm-e  or 
other  material  in  a  f(X‘eign  language  shall 
be  ac<x>mpanied  by  copies  of  the  original 
publication. 

(3)  Where  relevant  data  or  informa¬ 
tion  are  contained  in  a  document  also 
containing  Irrelevant  matter,  the  ir¬ 
relevant  matter  shall  be  deleted  and  only 
the  relevant  data  or  informaticm  shall  be 
submitted. 

(4)  Pursuant  to  8  4.63  (a)  and  (b)  of 
this  chapter,  the  names  and  other  in¬ 
formation  which  would  identify  patients 
or  research  subjects  shall  be  deleted 
from  any  record  before  it  is  submitted  to 
the  Hearing  Clerk  in  order  to  preclude  a 
clearly  unwarranted  invasion  of  personal 
privacy. 

(5)  Defamatory,  scurrilous,  or  intem¬ 
perate  matter  shall  be  deleted  from  any 
record  before  it  is  submitted  to  the 
Hearing  Clerk. 

(6)  The  failme  to  comply  with  tlie  re¬ 
quirements  of  this  paragraph  or  any 
other  requirement  in  this  part  shall  re¬ 
sult  in  rejection  of  the  submissicm  for 
filing  or,  if  it  is  filed,  in  exclusion  from 
consideration  of  any  portion  of  the  sub- 
m)ssi(m  which  fails  to  comply.  If  a  sub¬ 
mission  fails  to  meet  any  requirement  of 
this  section  and  such  deficiency  becomes 
known  to  the  Hearing  Clerk,  the  Hearing 
CTlerk  shall  return  the  submission  with  a 
copy  of  the  applicable  regulations  indi¬ 
cating  those  provisions  not  complied  with 
in  the  submissi(m.  A  deficient  submisslcm 
may  be  corrected  or  supplemented  and 
subsequently  filed.  The  office  of  the  Hear¬ 
ing  Clerk  is  not  equipped  to  make  deci¬ 
sions  regarding  the  confidentiality  of 
submitted  documents.  Persons  wishing  to 
voluntarily  submit  informaticm  consid- 
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ered  confidential  shall  do  so  In  accord¬ 
ance  with  the  presubmlssion  review  re¬ 
quirements  ot  §  4.44  of  this  chapter. 

(d)  The  filing  of  a  submission  shaU 
mean  only  that  the  Hearing  Clo-k  has 
not  determined  that  It  falls  to  meet  the 
technical  requirements  for  filing  estab¬ 
lished  in  this  section  and  In  any  other 
applicable  sections  In  this  chapter,  e.g., 
§  2.7  relating  to  a  citizen  petition.  The 
filing  of  a  petition  shall  not  mean  or 
imply  that  it  in  fact  meets  all  applicable 
requirements  or  that  it  contains  reason¬ 
able  grounds  for  the  acticm  requested  or 
that  the  action  requested  is  in  accord¬ 
ance  with  law. 

(e)  All  submissions  to  the  Hearing 
Clerk  shall  be  considered  as  submitted  on 
the  date  on  which  they  are  postmarked 
or,  if  delivered  in  person  during  regular 
business  hours,  on  the  date  on  which 
they  are  so  delivered,  unless  a  provision 
in  ^is  part,  an  applicable  Federal  Reg¬ 
ister  notice,  or  an  order  issued  by  an 
administrative  law  judge  specifically 
states  that  such  documents  must  be  re¬ 
ceived  by  a  specified  date,  e.g.,  §  2.8(g) 
relating  to  a  petition  for  reconsideration, 
in  which  case  they  shall  be  considered 
submitted  on  the  date  actually  received. 

(f)  All  such  submissions  shall  be 
mailed  or  delivered  in  person  to  the 
Hearing  Clerk,  Food  and  Drug  Adminis¬ 
tration,  Rm.  4-65,  5600  Fishers  Lane, 
Rockville,  MD  20857,  except  that  a  sub¬ 
mission  which  is  required  to  be  received 
by  the  Hearing  Clerk  by  a  specified  date 
may  be  delivered  in  person  to  the  Food 
and  Drug  Administration  building  in 
downtown  Washington  (Rm.  6819,  200  C 
St.,  SW.,  Washington,  DC  20201)  and 
shall  be  considered  as  received  by  the 
Hearing  Clerk  on  the  date  on  which  it 
is  logged  in  at  Rm.  6819. 

(g)  The  Food  and  Drug  Administra¬ 
tion  ordinarily  will  not  acknowledge  or 
give  receipt  for  such  documents,  except: 

(1)  Documents  delivered  in  perscm  or 
submitted  by  certified  or  registered  maU 
with  a  return  receipt  requested. 

(2)  Petitions  for  which  acknowledge¬ 
ment  of  receipt  of  filing  is  provided  by 
regulations  in  this  chapter  or  by  cus¬ 
tomary  practice,  e.g.,  §  2.7(c)  relating  to 
a  citizen  petition. 

(h)  Saturdays,  Sundays,  and  Federal 
legal  holidays  shall  be  included  in  com¬ 
puting  the  time  allowed  for  the  submis¬ 
sion  of  any  document,  except  that  wh«i 
such  time  expires  on  a  Saturday,  Sim- 
day,  or  Federal  legal  holiday,  such  pe¬ 
riod  shall  be  extended  to  include  the  next 
following  business  day.  - 

(i)  All  submissions  to  the  Hearing 
Cfierk  constitute  a  representation  that, 
to  the  best  of  the  knowledge,  informa¬ 
tion,  and  belief  of  the  person  makiTig  the 
submission,  all  statements  made  in  the 
submission  are  true  and  accurate.  All 
such  submissions  are  subject  to  the  False 
Reports  to  the  Government  Act.  18  U.S.C. 
1001,  \mder  which  a  willfully  false  state¬ 
ment  is  a  criminal  offense. 

(j)  The  availability  for  public  exami¬ 
nation  and  copying  of  sulxnissions  to 
the  Hearing  Clerk  shall  be  governed  by 
the  following  rules: 

(1). Except  to  the  extent  provided  in 
paragraphs  (j)  (2)  and  (3)  of  this  sec¬ 


tion,  the  following  submissions,  including 
all  supporting  material,  shall  be  on  pub¬ 
lic  dl^lay  and  shall  be  available  for  pub> 
lie  examination  between  the  hours  9 
ajn.  to  4  pjn.,  Monday  through  Friday. 
Requests  for  copies  of  such  submissions 
be  filed  and  handled  pursuant  to 
the  provisions  of  Subpart  C  of  Part  4 
of  this  chapter. 

(1)  Petitions. 

(U)  Comments  on  petitions,  on  docu¬ 
ments  published  in  the  Federal  Register, 
and  on  similar  public  documents. 

(iii)  Objections  and  requests  for  hear¬ 
ings  filed  pursuant  to  Subpart  B  of  this 
part. 

(iv)  Material  submitted  at  a  formal 
evidentiary  public  hearing  pursuant  to 
Subpart  B  of  this  part,  a  public  hear¬ 
ing  before  a  Public  Board  of  Inquiry  pur¬ 
suant  to  Subpart  C  of  this  part,  a  pub¬ 
lic  hearing  before  the  Commissioner  pur¬ 
suant  to  Subpart  E  of  this  part,  or  an 
alternative  form  of  hearing  before  a  pub¬ 
lic  advisory  committee  pursuant  to 
§  2.117(a)  (2). 

(V)  Material  placed  on  public  display 
pursuant  to  regulations  in  this  chapter, 
e.g.,  agency  guidelines  filed  pursuant  to 
§  2.20(b). 

(2)  (i)  Material  prohibited  frewn  pub¬ 
lic  disclosure  pursuant  to  §  4.63  of  this 
chapter  (clectrly  unwarranted  invasion 
of  personal  privacy)  as  Interpreted  and 
applied  in  Part  4  of  this  chapter  and 
the  regulations  referenced  therein,  and. 
except  as  provided  in  paragraph  (j)  (3) 
of  this  section,  material  submitted  with 
objections  and  requests  for  hearings  filed 
pursuant  to  Subpart  B  of  this  part,  or  at 
a  formal  evidentiary  public  hearing 
pursuant  to  Subpart  B  of  this  part,  a 
public  hearing  before  a  Public  Board  of 
Inquiry  pursuant  to  Sul^Jart  C  (rf  this 
part,  or  an  alternative  form  of  public 
hearing  before  a  public  advisory  com¬ 
mittee  or  a  public  hearing  before  the 
Commissioner  pursuant  to  §  2.117(a)  (2) 
or  (3) ,  of  the  following  tsrpes  shall  not  be 
on  public  display,  shall  not  be  availatfie 
for  public  examination,  and  shall  not  be 
available  for  copying  or  any  other  form 
of  verbatim  transcription  unless  they  are 
otherwise  available  for  public  disclosure 
pursuant  to  the  provisions  of  Part  4  of 
this  chapter  and  the  r^hdations  refer¬ 
enced  therein: 

(a)  Safety  and  effectiveness  data  and 
information,  which  Include  all  studies 
and  tests  of  an  ingredient  or  product 
on  animals  and  humans  and  all  studies 
and  tests  on  the  Ingredient  or  product 
for  identity,  stability,  purity,  potency, 
bioavailability,  performance,  and  use¬ 
fulness, 

(b)  A  protocol  for  a  test  or  study. 

(c)  Manufacturing  methods  or  proc¬ 
esses,  including  quality  contnd  proce¬ 
dures. 

(d)  Production,  sales,  distribution,  and 
similar  data  and  information,  except  any 
compilation  of  such  data  and  informa¬ 
tion  aggregated  and  prepared  in  a  way 
that  does  not  reveal  confidential  data 
and  information. 

'(e)  Quantitative  or  semiquantitative 
formulas. 

(/)  Data  and  information  on  design 
or  construction  of  products. 


(li)  Material  submitted  pursuant  to 
the  provisions  of  paragraph  (j)(2)  of 
this  section  shall  be  segregated  from  all 
other  submitted  material  and  clearly  so 
marked.  Any  person  who  does  not  agree 
that  such  a  submission  is  properly  sub¬ 
ject  to  the  provisions  of  paragraph  (j) 
(2)  of  this  section  may  request  a  ruling 
thereon  from  the  Assistant  Commis¬ 
sioner  for  Public  Affairs  whose  decision 
on  the  matter  shall  be  final,  subject  to 
judicial  review  pursuant  to  §  4.46  of  this 
chapter. 

(3)  Material  listed  in  paragraph  (j> 
(2)  (i)  (a)  and  (b)  of  this  section  may 
be  disclosed  pursuant  to  a  protective 
order  issued  by  the  administrative  law 
judge  or  other  presiding  officer  at  any 
hearing  referenced  in  paragraph  (j)  (2) 
(i) .  The  order  shall  only  permit  disclo¬ 
sure  of  the  data  in  camera  and  only  to 
the  extent  necessary  for  the  proper  con¬ 
duct  of  the  hearing.  The  order  shall  state 
to  whom  the  Information  is  to  be  made 
available  (e.g.,  to  parties  or  participants, 
or  only  to  counsel  for  parties  or  partici¬ 
pants)  ,  and  persons  not  specifically  per¬ 
mitted  access  to  the  data  shall  be  ex¬ 
cluded  from  the  in  camera  part  of  the 
proceeding.  The  administrative  law 
judge  or  other  presiding  officer  may  im¬ 
pose  other  conditions  or  safeguards  with 
the  requirements  of  this  section.  The 
limited  availability  of  material  pursuant 
to  this  paragraph  shall  be  deemed  not 
to  constitute  prior  disclosure  to  the  pub¬ 
lic  as  defined  in  {  4.81  of  this  chapter, 
and  no  such  data  and  information  shall 
be  submitted  to  or  received  or  considered 
by  the  Food  and  Drug  Administration  in 
support  of  a  petition  or  other  request 
from  any  other  person. 

§  2.6  Initiation  of  administrative  pro¬ 
ceedings. 

An  administrative  proceeding  under 
the  laws  administered  by  the  Commis¬ 
sioner  may  be  initiated  in  any  of  the 
following  three  ways: 

(a)  Any  interested  person  may  peti¬ 
tion  the  Commissicoier  to  issue,  amend, 
or  revoke  a  regulation  or  order,  or  to 
take  or  refrain  from  taking  any  other 
form  of  administrative  action,  under 
the  laws  administered  by  him.  Any  such 
petition  shall  be  either  (1)  in  the  form 
specified  in  other  applicable  sections  in 
this  chapter,  e.g.,  the  form  for  a  food 
additive  petition  in  S  121.51  of  this  chap¬ 
ter  or  for  a  new  drug  application  in 
§  314.1  of  this  chapter  or  for  a  new  ani¬ 
mal  drug  application  in  §  514.1  of  this 
chapter,  or  (2)  in  the  form  for  a  citizen 
petition  in  S  2.7. 

(b)  The  CJommissioner  may  on  his  own 
initiative  institute  a  proceeding  to  issue, 
amend,  or  revoke  a  regulation  or  order, 
or  to  take  or  refrain  from  taking  any 
other  form  of  administrative  action, 
imder  the  laws  administered  by  him. 
The  Food  and  Drug  Administration  has 
primary  jurisdiction  to  make  the  initial 
determination  on  issues  within  its  statu¬ 
tory  mandate,  and  will  request  a  court 
to  dismiss,  or  to  hold  in  abeirance  its 
determination  of  or  refer  to  the  agency 
for  administrative  determinatlcm,  any 
such  issue  which  has  not  previously  been 
determined  by  the  agency  or  which,  If 
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it  has  previously  been  so  determined,  the 
agency  concludes  should  be  reconsidered 
and  subject  to  a  new  administrative  de¬ 
termination.  The  Commissioner  may,  in 
his  discretion,  utilize  any  of  the  proce¬ 
dures  established  in  this  part  in  review¬ 
ing  and  making  a  determination  on  any 
matter  on  his  own  initiative. 

(c)  The  Commissioner  shall  Institute 
a  proceeding  to  determine  whether  he 
should  issue,  amend,  or  revoke  a  regula¬ 
tion  or  order,  or  take  or  refrain  from 
taking  any  other  form  of  administrative 
action  imder  the  laws  administered  by 
him,  whenever  any  court,  without  his 
initiative,  holds  in  abeyance  or  refers  any 
such  matter  to  him  for  an  administrative 
determination  and  he  concludes  that 
such  an  administrative  determination  is 
feasible  in  light  of  agency  priorities  and 
resources. 

§  2.7  Citixoii  petition. 

(a)  The  provisions  of  this  section 
shall  apply  to  any  petition  submitted 
by  any  person,  except  to  the  extent  that 
specific  provisions  in  other  sections  of 
this  chapter  state  different  require¬ 
ments  with  respect  to  a  particular  mat¬ 
ter. 

(b)  Any  petition  (including  any  at¬ 
tachments)  shall  be  submitted  in  ac¬ 
cordance  with  §  2.5  and  in  the  following 
form: 


(Date) 

Hearing  Clerk,  Pood  and.  Drug  Administra¬ 
tion,  D^>artment  of  Health,  Eklucatlon, 

and  Welfare,  Rm.  4-65,  6600  Fishers  Lane, 

Rockville  MD  20857. 

Citizen  PExmoN 

The  undersigned  submits  this  petition 

pursuant  to _ (relevant  statutory 

sections,  if  know)  of  the _ (Fed¬ 

eral  Pood,  Drug,  and  Cosmetic  Act  and/or 
the  Public  Health  Service  Act  and/or  any 
other  statutory  provision  with  respect  to 
which  authority  has  been  delegated  to  the 
Commissioner  of  Food  and  Drugs  pursuant 
to  21  CFR  6.1)  to  request  the  Commissioner 

of  Pood  and  Drugs  to _  (issue, 

amend,  or  revoke  a  regulation  or  order  or 
take  or  refrain  from  taking  any  other  form 
of  administrative  action)  . 

A.  Action  Requested. 

((1)  If  the  p^ition  requests  the  Commis¬ 
sioner  to  Issue,  amend,  or  revoke  a  regula¬ 
tion.  the  exact  wording  of  the  existing  reg- 
tUatlon  (If  any)  and  the  proposed  regula¬ 
tion  or  amendment  requested.) 

((2)  If  the  petition  requests  the  Ck>mmis- 
Bloner  to  issue,  amend,  or  revoke  an  order, 
a  copy  or  the  exact  wording  of  and  citation 
to  the  existing  order  (if  any)  and  the  exact 
wording  requested  for  the  proposed  order.) 

((3)  If  the  petition  requests  the  Commis¬ 
sioner  to  take  or  refrain  from  taking  any 
other  form  of  administrative  action,  the 
specific  action  or  relief  requested.) 

B.  Statement  of  Grounds. 

(A  full  statement  of  the  factual  and  legal 
groimds  upon  which  the  petitioner  relies. 
Such  grounds  shall  include  all  relevant  data, 
information,  and  views  on  which  the  peti¬ 
tioner  relies,  as  well  as  representative  data 
and  Information  known  to  the  petitioner 
which  are  unfavorable  to  the  petitioner’s 
position,  and  shall  be  submitted  In  a  well- 
organized  format.) 

C.  Environmental  Impact. 

(An  environmental  Impact  analysis  report 
in  the  form  specified  in  21  CFR  6.1(g),  ex- 
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cept  for  the  types  of  actions  specified  in  21 
CFR  6.1(e).) 

D.  Economic  Impact. 

(The  following  information  is  to  be  sub¬ 
mitted  only  when  requested  by  the  Com¬ 
missioner  following  review  of  the  petition: 
A  statement  of  the  effect  of  requested  ac¬ 
tion  on  (1)  cost  (and  price)  Increases  to 
Industry,  government,  and  consumers;  (2) 
productivity  of  wage-earners,  businesses,  or 
government;  (3)  competition;  (4)  supplies 
of  important  materials,  products,  or  services; 
(5)  employment;  and  (6)  energy  supply  or 
demand.) 

The  undersigned  certifies,  that,  to  the  best 
of  his  knowledge  and  belief  this  petition  in¬ 
cludes  all  data.  Information,  and  views  on 
which  the  petition  relies,  and  that  It  Includes 
representative  data  and  information  known 
to  the  petitioner  which  are  unfavorable  to 
the  petition. 

Very  truly  yours. 


(Signature) 


(Name  of  petitioner) 


(Mailing  address) 


(Telephone  number) 

(c)  Any  petition  which  jyjpears  to 
meet  the  requirements  of  paragraph  (b) 
of  this  section  and  §2.5  shall  be  filed  by 
the  Hearing  Clerk,  stamped  with  the 
date  of  filing,  and  assigned  a  docket 
number.  The  docket  number  shall  be 
used  to  identify  the  administrative  file 
established  by  the  Hearing  Clerk  for  all 
submissions  relating  to  the  petition,  as 
provided  in  this  part.  All  subsequent 
submissions  relating  to  the  matter  shall 
refer  to  such  docket  number  and  shall  be 
filed  in  such  administrative  file.  Identi¬ 
cal,  similar,  or  related  petitions  may  be 
filed  together  and  given  the  same  docket 
number.  The  Hearing  Clerk  shall 
promptly  notify  the  petitioner  in  writing 
of  the  filing  and  docket  nmuber  of  a 
petition. 

(d)  Any  interested  person  may  submit 
written  comments  to  the  Hearing  Clerk 
on  any  filed  petition,  which  shall  become 
part  of  the  Administrative  file.  Such  com¬ 
ments  shall  specify  the  docket  number  of 
the  petil:ion  and  may  support  or  oppose 
the  petition  in  whole  or  in  part.  Any  re¬ 
quest  for  alternative  or  different  ad¬ 
ministrative  action  shall  be  in  the  form 
of  a  separate  petition. 

(e)  (1)  TTie  Commissioner  shall,  in  ac¬ 
cordance  with  paragraph  (e)  (2)  of  the 
section,  review  and  rule  upon  every  peti¬ 
tion  filed  pmsuant  to  paragraph  (c)  of 
this  section,  taking  into  consideration  (i) 
the  agency  resources  available  to  handle 
the  category  of  subject  matter  involved, 
(ii)  the  priority  assigned  to  the  petition 
in  relation  both  to  the  category  of  sub¬ 
ject  matter  involved  and  the  overall  work 
of  the  agency,  and  (iii)  time  require¬ 
ments  established  by  statute. 

(2)  A  response  shall  be  furnished  to 
each  petitiwier  imder  this  section  within 
180  days  of  the  receipt  of  the  petition. 
Such  response  shall  either: 

(i)  Approve  the  petition,  in  which  case 
the  Commissioner  shall  concurrently 
take  appn^riate  agency  action  (e.g.,  the 
publication  of  a  Federal  Register  no¬ 
tice)  Implementing  the  approval;  or 

(11)  Deny  the  petition;  or 


(iii)  Provide  a  tentative  response,  indi¬ 
cating  why  the  agency  has  been  unable 
to  reach  a  decision  on  the  merits  of  the 
petition,  e.g.,  because  of  the  existence 
of  other  agency  priorities,  a  need  for  ad¬ 
ditional  information,  or  other  stated  rea¬ 
son.  The  tentative  response  may  also  in¬ 
dicate  the  likely  ultimate  agency  re¬ 
sponse,  and  may  specify  when  a  final 
response  may  be  furnished. 

(3)  The  Commissioner  may  grant  or 
deny  such  a  petition,  in  whole  or  in  part, 
and  may  grant  such  other  relief  or  take 
such  other  action  as  he  may  determine 
to  be  warranted  by  the  petiticm.  The 
petitioner  shall  be  notified  in  writing  of 
the  Comimssloner’s  decision  on  a  peti¬ 
tion.  Such  decision  shall  be  placed  in 
the  public  docket  file  in  the  office  of  the 
Hearing  Clerk  and  may  also  be  in  the 
form  of  a  notice  published  in  the  Fed¬ 
eral  Register. 

(f)  If  a  petition  filed  pursuant  to 
paragraph  (c)  of  this  section  requests 
the  Commissioner  to  issue,  amend,  or 
revoke  a  regulation,  the  provisions  of 
§  2.10  or  §  2.12  shall  also  apply. 

(g)  A  petitioner  may  supplement, 
amend,  or  withdraw  his  petition  in  writ¬ 
ing  without  agency  approval  and  without 
prejudice  to  its  resubmission  at  anjrtime 
until  the  Commissioner  rules  on  the  peti¬ 
tion,  unless  the  petition  has  been  refer¬ 
red  for  a  hearing  imder  Subparts  B,  C, 
D,  or  E  of  this  part.  After  a  ruling  or 
referral,  a  petition  may  be  supplemented 
amended,  or  withdrawn  only  with  the 
approval  of  the  Commissioner.  The  Com¬ 
missioner  may  in  his  discretion  approve 
withdrawal,  but  with  prejudice  against 
resubmission  of  the  petition. 

(h)  In  reviewing  any  matter  which 
is  the  subject  of  a  i>etltion  filed  pursuant 
to  paragraph  (c)  of  this  section,  the 
Commissioner  may,  in  his  discretion, 
utilize  any  of  the  following  procedures. 

(1)  Conferences,  meetings,  discussions, 
and  correspondence  pursuant  to  §  2.15. 

(2)  A  formal  evidentiary  public  hear¬ 
ing  pursuant  to  Subpart  B  of  this  part. 

(3)  A  public  hearing  before  a  Public 
Board  of  Inquiry  pursuant  to  Subpart  C 
of  this  part. 

(4)  A  public  hearing  before  a  public 
advisory  committee  pursuant  to  Subpart 
D  of  this  part. 

(5)  A  public  hearing  before  the  Com¬ 
missioner  pursuant  to  Subpart  E  of  this 
part. 

(6)  A  regulatory  hearing  before  the 
Food  and  Drug  Administration  pursuant 
to  Subpart  F  of  this  part. 

(7)  A  notice  published  in  the  Federal 
Register  requesting  data,  information, 
and  views. 

(8)  A  proposal  to  issue,  amend,  or  re¬ 
voke  a  regulation,  in  accordance  with  the 
provisions  of  §  2.10  or  §  2.110. 

(9)  Any  other  specific  public  proce¬ 
dure  established  by  the  provisions  in 
other  sections  of  this  chapter  and  explic¬ 
itly  made  applicable  to  the  matter  by 
those  provisions. 

(i)  The  record  of  the  administrative 
proceeding  shall  consist  of  the  following: 

(1)  The  petition.  Including  all  data 
and  information  on  which  it  relies,  filed 
by  the  Hearing  Clerk. 
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(2)  AH  comments  received  an  the  pe¬ 
tition,  including  all  data  or  infnmaUon 
submitted  as  a  part  of  such  comments. 

(3)  If  the  petition  resulted  in  a  pro- 
ix)sal  to  issue,  amend,  or  revoke  a  regu¬ 
lation,  all  of  the  documents  specified  in 

§  2.10(g). 

(4)  The  record,  consisting  of  any  tran¬ 
scripts.  minutes  of  meetings,  reports. 
Federal  Register  notices,  and  other  doc¬ 
uments,  resulting  from  any  of  the  op¬ 
tion  procedures  specified  in  paragraph 

(g)  of  this  section,  except  that  it  shall 
not  include  the  transcript  of  any  closed 
portion  of  any  public  advisory  c(xnmittee 
meeting, 

(5)  The  Commissioner’s  decision  on 
the  petition.  Including  aU  data  and  in¬ 
formation  Identified  or  filed  by  the  Com¬ 
missioner  with  the  Hearing  Clark  as  part 
of  the  record  supporting  the  decision. 

(6)  All  documents  filed  with  the  Hear¬ 
ing  Clerk  pursuant  to  §  2.1S(h). 

(7)  If  any  petition  for  reconsideration 
or  for  a  stay  of  action  is  filed  pursuant  to 
paragraph  (J)  of  this  section,  the  ad¬ 
ministrative  record  specified  in  §  2.8 (k) 
or  §  2.9(h)  respectively. 

(j)  The  administrative  record  speci¬ 
fied  in  paragraph  (1)  of  this  section  shall 
constitute  the  exclusive  record  for  the 
Commissioner’s  decislMi.  The  record  of 
the  administrative  proceeding  shall  be 
closed  as  of  the  date  of  the  Commission¬ 
er’s  decision  unless  some  other  date  for 
the  closing  of  the  record  is  specified  by 
the  Commissioner.  Thereafter  any  inter¬ 
ested  person  may  submit  a  petition  for 
reconsideration  pursuant  to  S  2.8  and  a 
petition  for  stay  of  action  pursuant  to 
§  2.9.  Any  person  who  wishes  to  rely  upon 
data,  information,  or  views  not  Included 
in  the  administrative  record  shall  submit 
it  to  the  Commissioner  with  a  new  peti¬ 
tion  to  modify  the  decision  pursuant  to 
this  section.  ' 

(k)  The  provisions  of  this  section  shall 
not  apply  to  the  referral  of  a  matter  to 
a  Unlt^  States  attorney  for  the  initia¬ 
tion  of  court  enforcement  action  and  re¬ 
lated  correspondence,  or  to  requests, 
suggestions,  and  recommendations  made 
Informally  in  routine  correspondence  re¬ 
ceived  by  the  Pood  and  Drug  Adminis¬ 
tration.  Such  correspondence  does  not 
constitute  a  petition  within  the  meaning 
of  this  section  unless  it  purports  to  meet 
the  requirements  of  this  section.  Action 
with  respect  to  such  routine  correspond¬ 
ence  does  not  constitute  final  adminis¬ 
trative  action  which  is  subject  to  judi¬ 
cial  review  pursuant  to  §  2.11. 

(l)  The  Hearing  Cfierk  shall  maintain 
a  chronological  list  of  all  petitions  filed 
pursuant  to  this  section  and  §  2.19,  but 
excluding  petitions  submitted  ^ewhere 
in  the  agency  pursuant  to  §  2.6(a)(1), 
showing: 

(1)  The  docket  number. 

(2)  Ihe  date  the  petition  was  filed  by 
the  Hearing  CHerk. 

(3)  Ihe  name  of  the  petitions. 

(4)  The  subject  matter  involved. 

(5)  Ihe  dis^ltlcm  of  the  petition. 

§  2.8  Administrative  reconsideration  of 
action. 

(a)  The  Cmnmissloner  may  at  any 
time  conclude  to  reconsider  any  matter. 


on  his  own  Initiative  or  on  the  petition 
of  any  interested  person. 

(b)  Any  interested  person  may  request 
reconsideration  of  any  part  or  all  of  a 
declslCHi  of  the  Commissioner  on  any 
petition  submitted  pursuant  to  S  2.6(a) . 
Any  such  request  shall  be  submitted  in 
accordance  with  §  2.5  and  in  the  follow¬ 
ing  form  no  later  than  30  days  after  the 
date  of  the  decision  involved.  In  the  case 
of  a  decision  published 'in  the  Federal 
Register,  the  day  of  publication  shall  be 
the  day  of  decision. 


(Date) 

Hearing  Clerk,  Food  and  Drug  Administra¬ 
tion,  Department  of  Health,  Education,  and 

Welfare,  Bm.  4-65,  6600  Fishers  Lane.  Hock- 

ville,  MD  20652 

Petition  foe  RECoNsmEKAxioN 
Docket  No. _ 

The  undersigned  submits  this  petition  tar 
reconsideration  of  the  decision  of  the  Com¬ 
missioner  of  Food  and  Drugs  In  Docket 
No . 

A.  Decision  Involved. 

(A  concise  statement  of  tiie  decision  of  the 
Commissioner  which  the  petitioner  wishes 
to  have  reconsidered.) 

B.  Action  Requested. 

(The  decision  which  the  petitioner  re¬ 
quests  the  Commissioner  to  make  upon  re¬ 
consideration  of  the  matter.) 

C.  Statement  of  Grounds. 

(A  fuU  statement  of  the  factual  and  legal 
grounds  upon  which  the  petitioner  reUes. 
Such  grounds  shall  demonstrate  that  rele¬ 
vant  data,  information,  and  views  ccmtained 
in  the  administrative  record  were  not  pre¬ 
viously  or  not  adequately  considered  by  the 
Commissioner.  No  new  data,  information,  or 
views  may  be  included  in  a  petition  for  re¬ 
consideration.) 

Very  truly  yours. 


(Signature) 


(Name  of  petitioner) 


(Mailing  addrees) 


(Telephone  number) 

(c)  A  petition  for  reconsideration  re¬ 
lating  to  a  petition  submitted  pursuant 
to  S  2.6(a)  (2)  shall  be  subject  to  the 
requirements  of  9  2.7  (c)  and  (d) .  ex¬ 
cept  that  it  shall  be  filed  in  the  same 
docket  file  as  the  petition  to  which  It  re¬ 
lates. 

(d)  The  Commissioner  shall  promptly 
review  a  petition  for  reconsideration. 
The  Commlssiixier  may  grant  such  a 
petition  in  any  proceeding  when  he  de¬ 
termines  that  it  is  in  the  public  interest 
and  in  the  interest  of  justice.  The  Com¬ 
missioner  shall  grant  a  petiticm  for  re¬ 
consideration  in  any  proceeding  if  he  de¬ 
termines  that  all  of  the  following  apply: 
(1)  the  petition  demonstrates  that  rele¬ 
vant  data,  information,  or  views  con¬ 
tained  in  the  administrative  record  were 
not  previously  or  not  adequately  consid¬ 
ered  by  the  Commissioner.  (2)  the  peti¬ 
tioner’s  position  is  not  frivolous  and  is 
being  pm^ued  in  good  faith,  (3)  the  peti¬ 
tioner  has  demonstrated  sound  public 
policy  grounds  supporting  reccmsidera- 
tion,  and  (4)  recmisideraticm  is  not  out- 
weiehed  by  public  health  considerati(xis 
or  other  public  Interests. 


(e)  A  petition  for  reconsideration  shall 
be  based  only  on  data,  information,  and 
views  contained  in  the  administrative 
record  on  which  the  Commissioner  made 
his  decision.  Any  interested  person  who 
wishes  to  rely  up<»i  data,  information,  or 
views  not  included  in  such  administra¬ 
tive  record  shall  submit  it  to  the  Com¬ 
missioner  with  a  new  petition  to  modify 
the  decision  pursuant  to  §  2.6(a) . 

(f)  The  Commissioner’s  decision  on  a 
I>etlticHi  for  reconsideration  shall  be  in 
writing  and  shall  be  placed  on  public  dis¬ 
play  as  part  of  the  administrative  file  on 
the  matter  in  the  office  of  the  Hearing 
Clerk.  A  determination  to  grant  recon¬ 
sideration  shall  be  published  in  the  Fed¬ 
eral  Register  if  the  Commissioner's 
original  decision  was  published  in  the 
Federal  Register.  Any  other  determina¬ 
tion  to  grant  or  to  deny  reconsideration 
may  also  be  published  in  the  Federal 
Register. 

(g)  The  Commission  will  ccmsider  a 
petition  for  reconsideration  only  if  it  is 
submitted  within  30  days  of  the  date  of 
the  decision  involved  and  before  such 
petitioner  brings  legal  action  in  the 
courts  to  review  such  action,  except  .that 
such  a  petition  shall  also  be  considered 
if  the  Commissioner  has  denied  a  petition 
for  stay  of  action  and  such  petitioner  has 
petitioned  for  judicial  review  of  the  Com¬ 
missioner’s  action  and  requested  the  re¬ 
viewing  court  to  grant  a  stay  pending 
consideration  of  such  review.  A  petition 
for  reconsideration  submitted  later  than 
30  days  after  the  date  of  the  decision  in¬ 
volved  shall  be  denied  as  imtimely.  A 
petition  for  reconsideration  shall  be  con¬ 
sidered  as  submitted  on  the  day  it  Is 
received  1^  the  Hearing  Clerk. 

(h)  'The  Commissioner  may  on  his 
own  initiative  decide  to  reconsider  all  or 
part  of  any  matter  at  any  time  after  it 
has  been  decided  or  action  has  been 
taken.  If  review  of  such  matter  Is  pend¬ 
ing  in  the  courts,  the  Commissioner  may 
request  that  the  court  refer  the  matter 
back  to  the  agency  or  hold  its  review  in 
abeyance  pending  administrative  recon¬ 
sideration.  The  administrative  record  of 
the  proceeding  shall  Include  all  addi¬ 
tional  documents  relating  to  such  recon¬ 
sideration. 

(i)  After  determining  to  reconsider  a 
matter,  whether  on  the  petition  of  an 
Interested  person  or  on  his  own  Initiative, 
the  Commissioner  shall  review  and  rule 
on  the  merits  of  the  matter  pursuant  to 
9  2.7(e) .  ’The  Commissioner  may  reaffirm, 
modify,  or  overrule  his  prior  decision,  in 
whole  or  in  part,  and  may  grant  such 
other  relief  or  take  such  other  action 
as  he  may  determine  to  be  warranted, 

(j)  The  Commissioner’s  reconsidera¬ 
tion  of  any  matter  relating  to  a  petition 
submitted  pursuant  to  9  2.6(a)  (2)  shall 
be  subject  to  the  provisions  of  9  2.7(f) 
through  (h),  (j),  and  (k). 

(k)  The  record  of  the  administrative 
proceeding  shall  consist  of  the  following. 

(l)  The  record  of  the  original  petition 
specified  in  9  2.7(1). 

(2)  The  petition  for  reconsideration, 
including  all  data  and  information  on 
which  it  relies,  filed  by  the  Hearing 
Clerk. 
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(3)  All  comments  received  on  such 
petiticm.  Including  all  data  or  informa¬ 
tion  submitted  as  a  part  of  such 
comments. 

(4)  The  Commissioner’s  decision  on 
such  i>etition  pursuant  to  paragraph  (f ) 
of  this  section,  including  all  data  and 
information  Identified  or  filed  by  the 
Commissioner  with  the  Hearing  Clerk  as 
part  of  the  record  supporting  the  de¬ 
cision. 

<5)  Any  Federal  Register  notices  or 
other  documents  resulting  from  such 
petition. 

(6)  All  documents  filed  with  the  Hear¬ 
ing  Clerk  pursuant  to  §  2.15(h). 

(7)  If  the  Commissioner  reconsiders 
the  matter,  the  administrative  record  re¬ 
lating  to  such  reconsideration  specified 
in  §  2.7(i). 

§  2.9  Adniinislralivo  slay  of  arlmn. 

(a)  The  Commissioner  may  at  any 
time  stay  (including  extend)  the  effec¬ 
tive  date  of  any  relevant  action  pending 
or  following  his  decision  on  any  matter, 
on  his  own  initiative  or  on  the  petition 
of  any  interested  person. 

(W  Any  interested  person  may  request 
the  Commissioner  to  stay  the  effective 
date  of  any  administrative  action.  Such 
a  stay  may  be  requested  for  a  specific 
time  period  or  for  an  indefinite  time  pe¬ 
riod.  Any  such  request  shall  be  submitted 
in  accordance  with  S  2.5  and  in  the  fol¬ 
lowing  form  no  later  than  30  days  after 
the  date  of  the  decision  involved.  In  the 
case  of  a  decision  published  in  the  Fed¬ 
eral  Register,  the  day  of  publication 
shall  be  the  day  of  decision. 


(Date) 

Hearing  Clerk,  Food  and  Drug  Administra¬ 
tion,  Department  ,of  Hecdth,  Education, 

and  Welfare,  Rm.  4-65,  5600  Fishers  Lane, 

Rockville.  MD  20857 

Petition  for  Stay  of  Action 

The  undersigned  submits  this  petition  re¬ 
questing  that  the  Commissioner  of  Food 
and  Drugs  stay  the  effective  date  of  his  ac¬ 
tion  with  respect  to  the  following  matter. 

A.  Decision  Involved. 

(The  speclflo  administrative  action  being 
taken  by  the  Commissioner  for  which  a  stay 
is  requested,  including  the  docket  number  or 
other  citation  to  the  action  Involved.) 

B.  Action  Requested. 

(The  length  of  time  for  which  the  stay  is 
requested,  which  may  be  tor  a  specific  or  in¬ 
definite  time  period.) 

C.  Statement  of  Grounds. 

(A  full  statement  of  the  factual  and  legal 
grounds  upon  which  the  petitioner  relies  for 
the  stay.) 

Very  truly  yours. 


(Signature) 


(Name  of  petitioner) 


(Mailing  address) 


(Telephone  number) 

(c)  A  petition  for  stay  of  action  relat¬ 
ing  to  a  petition  submitted  pursuant  to 
§  2.6(a)  (2)  shall  be  subject  to  the  re¬ 
quirements  of  paragraphs  (c)  and  (d)  of 
§  2.7,  exc^t  that  it  shall  be  filed  in  the 
same  docket  file  as  the  petition  to  which 
it  relates. 


(d)  Neither  the  filing  of  a  petitlim  for 
a  stay  of  action  pursuant  to  this  section 
nor  action  taken  by  an  Interested  pers<m 
in  accordance  with  any  other  administra¬ 
tive  procedure  in  this  part  or  hi  any 
other  section  of  this  chapter,  e.g.,  the 
filing  of  a  citizen  petition  pursuant  to 
§  2.7  or  a  petlticHi  for  reconsideration 
pursuant  to  §  2.8  or  a  request  for  an  ad¬ 
visory  opinion  pursuant  to  §  2.18.  shall 
operate  to  stay  or  otherwise  delay  any 
administrative  action  by  the  Commis¬ 
sioner.  including  enforcement  action  of 
any  kind,  imless  one  of  the  following 
applies : 

(1)  The  Commissioner,  in  his  discre¬ 
tion,  determines  that  a  stay  or  delay  is 
in  the  public  Interest  and  stays  the 
action. 

(2)  A  statutory  provision  requires  that 
the  matter  be  stayed. 

(3)  A  court  orders  that  the  matter  be 
stayed. 

(e)  The  Commissioner  shall  promptly 
review  a  petition  for  stay  of  action.  The 
Commissioner  may  grant  or  deny  such  a 
petition,  in  whole  or  in  i>art,  and  may 
grant  such  other  relief  or  take  such  other 
action  as  he  may  determine  to  be  war¬ 
ranted  by  the  petition.  The  Commis¬ 
sioner  may  grant  a  stay  in  any  proceed¬ 
ing  if  he  determines  that  it  is  in  the  pub¬ 
lic  interest  and  in  the  interest  of  justice. 
The  Commissioner  shall  grant  a  stay  in 
any  proceeding  if  he  determines  that  all 
of  the  following  apply:  (1)  The  peti¬ 
tioner  will  otherwise  suffer  irreparable 
injury,  (2)  the  petitioner’s  case  is  not 
frivolous  and  is  being  pursued  in  good 
faith,  (3)  the  petitioner  has  demon¬ 
strated  sound  public  policy  grounds  sup¬ 
porting  the  stay,  and  (4)  the  delay  re¬ 
sulting  from  the  stay  is  not  outweighed 
by  public  health  considerations  or  other 
public  Interesi-s. 

(f)  The  Commissioner’s  decision  on  a 
petition  for  stay  of  action  shall  be  in 
writing  and  shall  be  placed  on  public 
display  as  part  of  the  ffle  on  the  matter 
In  the  office  of  the  Hearing  Clerk.  A  de¬ 
termination  to  grant  a  stay  shall  be 
published  in  the  Federal  Register  If  the 
Commissioner’s  original  decision  was 
published  in  the  Federal  Register.  Any 
other  determination  to  grant  or  to  deny 
a  stay  may  also  be  published  in  the  Fed¬ 
eral  Register. 

(g)  A  petition  for  a  stay  of  action 
submitted  later  than  30  days  after  the 
date  of  the  decision  involved  shall  be 
denied  as  untimely.  A  petition  for  a  stay 
of  action  shall  be  considered  as  submit¬ 
ted  on  the  day  it  is  received  by  the 
Hearing  Clerk. 

(h)  The  record  of  the  administrative 
proceeding  shall  consist  of  the  following: 

(1)  The  record  of  the  proceeding  to 
which  the  petition  for  stay  of  action  is 
directed. 

(2)  The  petition  for  stay  of  action,  in¬ 
cluding  all  data  and  tnf(»ination  on 
which  it  relies,  filed  by  the  Hearing 
Clerk, 

(3)  All  comments  received  on  such 
petition,  including  all  data  or  informa¬ 
tion  submitted  as  a  part  of  such  com¬ 
ments. 


(4)  The  Commissioner’s  decision  on 
such  petition  pursuant  to  paragraph  (e) 
of  this  section,  including  all  data  and 
Informatlcm  identified  or  filed  by  the 
Commissioner  with  the  Hearing  Clerk 
as  part  of  the  record  supporting  the 
decision. 

(5)  Any  Federal  Register  notices  or 
other  documents  resulting  from  such 
petition. 

(6)  All  documents  filed  with  the  Hear¬ 
ing  Clerk  pursuant  to  S  2.15(h). 

§  2.10  Promulgation  of  regulations  for 
the  efficient  enforcement  of  the  Ian. 

(a)  The  Commissioner  may  propose 
and  promulgate  regulations  for  the 
efficient  enforcement  of  the  laws  admin¬ 
istered  by  him  whenever  he  concludes 
that  it  is  necessary  or  appropriate  to  do 
so.  The  issuance,  amendment,  or  revoca¬ 
tion  of  any  such  regulation  may  be  ini¬ 
tiated  in  any  of  the  ways  specified  in 
§2.6. 

(1)  This  section  shall  apply  to  any 
regulation  (i)  not*  subject  to  §  2.12  and 
Subpart  B  of  this  part  or  (ii)  if  it  is 
subject  to  §  2.12  and  Subpart  B  of  this 
port,  to  the  extent  that  those  provisions 
make  this  section  applicable. 

(2)  A  regulation  proposed  by  an  in¬ 
terested  person  in  a  petition  submitted 
pursuant  to  §  2.6(a)  shall  be  published  by 
the  Commissioner  in  the  Federal  Regis¬ 
ter  as  a  proposal  if  he  determines  that : 

(i)  The  petition  contains  facts  demon¬ 
strating  reasonable  grounds  for  the 
proposal. 

(ii)  The  petition  contains  a  substan¬ 
tial  showing  that  the  proposal  is  in  the 
public  Interest  and  will  promote  the 
objectives  of  the  act  and  the  agency. 

(ill)  The  requested  proiiosal  is  lawful. 

(3)  The  Commissioner  may  publish 
two  or  more  alternative  proposed  regu¬ 
lations  on  the  same  subject  in  order  to 
obtain  comment  on  the  different  alterna¬ 
tives. 

(4)  The  Commissioner  may  publish  a 
regulation  proposed  by  an  Interested  per¬ 
son  in  a  petition  submitted  pursuant  to 
§  2.6(a)  together  with  the  Commission¬ 
er’s  preliminary  views  on  the  proposal 
and  any  alternative  proposal.  ' 

(b)  Except  as  provided  in  paragraphs 
(d)  and  (e)  of  this  section,  any  such 
regulation  shall  be  the  subject  of  a  notice 
of  proposed  rule  making  published  in  the 
Federal  Register. 

(1)  Such  notice  shall  contain  (i)  a 
general  statement  in  the  first  or  second 
paragraph  describing  the  substance  of 
the  document  in  easily  understandable 
terms,  (ii)  a  preamble  which  summarizes 
the  proposal  and  the  facts  and  policy 
underlying  it,  (ill)  references  to  all  data 
and  information  on  which  the  Commis¬ 
sioner  relies  for  the  proposal  (copies  or 
a  full  list  of  which  shall  be  a  part  of  the 
administrative  file  on  the  matter  in  the 
office  of  the  Hearing  Clerk) ,  (Iv)  the  au¬ 
thority  under  which  the  regulation  is 
proposed,  (v)  either  the  terms  or  sub¬ 
stance  of  the  proposed  regulation  or  a 
description  of  the  subjects  and  issues 
Involved,  (vi)  a  proposed  effective  date, 
(vli)  a  reference  to  the  existence  or  lack 
of  need  for  an  environmental  Impact 
statement  pursuant  to  §  6.3(a)  (3)  (11)  or 
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<iii)  of  this  chapter,  (viU)  the  time, 
place;  and  method  for  Interested  per¬ 
sons  to  submit  written  comments  on  the 
proposal,  and  a  statement  that  comments 
shsdl  be  submitted  in  accordance  with 
the  requirements  of  this  part  and  (ix) 
the  docket  number  of  the  matter,  ■which 
shall  be  used  to  identify  the  administra¬ 
tive  file  established  by  the  Hearing  Clerk 
for  all  submissions  relating  to  the  matter, 
as  provided  in  this  part. 

(2)  Such  proposal  shall  ordinarily  pro¬ 
vide  60  days  for  comment,  although  the 
Commissioner  may  reduce  or  extend  this 
time  period  for  good  cause.  In  no  event 
shall  the  time  for  comment  be  less  than 
10  days. 

(3)  After  publication  of  the  notice  of 
proposed  rule  making,  any  Interested 
person  may  request  the  Commissioner  to 
extend  the  ccHnment  period  for  an  addi¬ 
tional  specified  period  of  time  by  sub¬ 
mitting  a  written  request  to  the  Hearing 
Clerk  stating  the  grounds  therefor.  Such 
requests  shall  be  pursuant  to  S  2.9,  ex¬ 
cept  that  the  heading  shall  be  “RE¬ 
QUEST  FOR  EXTENSION  OP  COM¬ 
MENT  PERIOD.” 

(i)  Any  such  request  shall  demonstrate 
why  comments  could  not  reasonably  be 
submitted  within  the  time  permitted,  or 
that  important  new  informati<m  will 
shortly  be  available,  or  that  sound  pub¬ 
lic  policy  otherwise  supports  an  exten¬ 
sion  of  the  time  for  comment.  The  Com¬ 
missioner  may  grant  or  deny  such  re¬ 
quest  or  may  grant  an  extension  for  a 
time  period  different  than  that  re¬ 
quested.  Extensions  of  time  to  comment 
will  not  ordinarily  be  granted.  An  exten¬ 
sion  of  time  to  comment  may  be  limited 
to  specific  persons  who  have  made  and 
justified  such  a  request,  but  shall  or¬ 
dinarily  apply  to  an  interested  persons. 

(ii)  Any  extension  of  time  to  cwnment 
of  30  days  or  longer  shall  be  the  subject 
of  a  notice  published  in  the  Pederai. 
Register  and  shall  be  applicable  to  all 
interested  persons.  Any  extension  of  time 
to  comment  of  less  than  30  days  shall 
be  the  subject  either  of  a  letter  or  memo¬ 
randum  filed  with  the  Hearing  Clerk  or 
of  a  notice  published  in  the  Federal 
Register. 

(4)  Pour  copies  of  all  comments  shall 
be  submitted  to  the  Hearing  Clerk,  ex¬ 
cept  that  individuals  may  submit  single 
copies  of  comments.  Comments  win  be 
stamped  with  the  date  of  receipt  and  will 
be  numbered  chronologically. 

(5)  Persons  submitting  comments  crit¬ 
ical  of  a  proFKised  regulation  are  en¬ 
couraged  to  include  alternative  wording 
that  they  believe  would  be  preferable. 

(c)  After  the  time  for  comment  on  a 
proposed  regulation  has  expired,  the 
Commissioner  shall  review  the  entire  ad¬ 
ministrative  record  on  the  matter,  in¬ 
cluding  all  comments,  and  shaU  teimi- 
nate  the  proceeding,  issue  a  new  proposal, 
or  promulgate  a  final  regulation,  by  no¬ 
tice  published  in  the  Federal  Register. 

(1)  The  quality  and  persuasiveness  of 
the  comments  shall  determine  the  Cmn- 
mlssloner’s  decision  with  respect  to  such 
c<xnments.  The  number  or  length  of  com¬ 
ments  shall  not  ordinarily  be  a  signifi¬ 


cant  factor  in  such  decision.  However, 
the  number  of  comments  may  be  ma- 
t^ial  where  the  degree  of  public  interest 
Is  a  legitimate  factor  for  consideration. 

(2)  The  decision  of  the  Commissioner 
with  respect  to  the  matter  shall  be  based 
solely  upon  the  administrative  record. 

(3)  The  preamble  to  a  final  regulation 
published  in  the  Federal  Register  shall 
contain  in  the  first  and  second  para- 
gr^hs  reference  to  prior  notices  relating 
to  the  same  matter  and  a  general  state¬ 
ment  describing  the  substance  of  the  doc¬ 
ument  in  easily  understandable  terms, 
and  shall  summarize  each  type  of  com¬ 
ment  submitted  on  the  propo^  and  the 
Commissioner’s  conclusions  with  respect 
to  each  such  type  of  comment.  The  pre¬ 
amble  idiall  contain  a  thorough  and  com¬ 
prehensible  articulation  of  the  reasons 
for  the  Commissioner’s  decision  on  each 
issue. 

(4)  The  notice  promulgating  a  final 
regulation  published  in  the  Federal  Reg¬ 
ister  shall  specify  the  effective  date.  Such 
effective  date  shall  be  not  less  than  30 
days  after  the  date  of  publication  in  the 
Federal  Register,  except  for: 

(i)  A  regulation  that  grants  an  ex¬ 
emption  or  reeves  a  restriction. 

(ii)  Any  other  regulation  where  the 
Commissioner  finds,  and  states  in  the  no¬ 
tice,  good  cause  for  an  earlier  effective 
date. 

(d)  The  provisions  for  notice  and  com¬ 
ment  in  paragraphs  (b)  and  (c)  of  this 
section  shall  apply  to  interpretive  rules 
and  to  rules  of  agency  practice  and  pro¬ 
cedure  exc^t  as  provided  in  paragraph 

(e)  of  this  section.  The  provisions  of 
paragraphs  (b)  and  (c)  of  this  section 
shall  not  apply  to  general  statements  of 
policy  in  the  form  of  informational  no¬ 
tices  published  in  the  Federal  Register 
or  to  matters  involving  agency  organiza¬ 
tion. 

(e)  The  requirements  of  notice  and 
public  procedure  in  paragraph  (b)  of  this 
section  shall  not  apply  in  any  of  the  fol¬ 
lowing  situations: 

(1)  When  the  Commissioner  deter¬ 
mines  for  good  cause  that  they  are  im¬ 
practicable  unnecessary,  or  contrary  to 
the  public  interest.  In  such  cases,  the  no¬ 
tice  promulgating  the  regulation  shall 
state  the  reasons  for  such  determination, 
and  shall  provide  an  (^portunity  for  the 
submission  of  oxnments  to  determine 
whether  the  regulation  should  sub¬ 
sequently  be  modified  or  revoked.  A  sub¬ 
sequent  notice  based  on  those  comments 
may;  but  need  not,  pro'vide  additional 
opportunity  for  public  comment. 

(2)  To  food  additive  and  color  addi¬ 
tive  petitions,  which  are  subject  to  the 
provisions  of  §  2.110(b)  (2). 

(3)  To  new  animal  drug  regulations, 
which  shall  be  promulgated  by  notice 
pursuant  -to  section  512  (i)  of  the  act. 

(f )  In  addition  to  the  notice  and  pub¬ 
lic  procedure  required  pursuant  to  para¬ 
graph  (b)  of  this  section,  the  Commis¬ 
sioner  may,  in  his  discretion,  also  subject 
any  proposed  or  final  regulation,  bef(»« 
or  after  publication  in  the  Federal  Reg¬ 
ister,  to  any  of  the  following  additional 
procedures,  ■where  they  are  reasonably 
applicable  to  the  matter  Invol-ved: 


(1)  Conferences,  meetings,  discus¬ 
sions,  and  correspondence  pursuant  to 
§  2.15. 

(2)  A  formal  evidentiary  public  hear¬ 
ing  pursuant  to  Sul^iart  B  of  this  part. 

(3)  A  public  hearing  before  a  public 
Board  of  Inquiry  pursuant  to  Subpart  C 
of  this  part. 

(4)  A  public  hearing  before  a  public 
advisory  committee  pursuant  to  Subpart 
D  of  this  part. 

(5)  A  public  hearing  before  the  Com¬ 
missioner  pursuant  to  Subpart  E  of  this 
part. 

(6'  A  notice  published  in  the  Federal 
Register  requesting  data.  Information 
and  views  before  the  Commissioner 
determines  whether  to  propose  a 
regulation. 

(7)  A  draft  of  a  proposed  regulation 
placed  on  public  display  in  the  office  of 
the  Hearing  Clerk.  If  this  procedure  is 
used,  the  Commissioner  shall  publish  an 
appropriate  notice  in  the  Federal  Regis¬ 
ter  stating  that  the  document  is  avail¬ 
able  and  specifying  the  time  within 
which  comments  may  be  submitted 
orallj'  or  in  writing  on  the  draft  of  the 
proposed  regulation. 

(8)  A  revised  proposal  published  in 
the  Fei»;ral  Register,  which  shall  be 
subject  to  all  the  provisions  in  this  sec¬ 
tion  relating  to  proposed  regulations. 

(9)  A  tentative  final  regulation  or 
tentative  revised  final  regulation  placed 
cm  public  display  at  the  office  of  the 
Hearing  Clerk  and,  if  deemed  desirable 
by  the  Commissioner,  published  in  the 
Feder.al  Register.  If  the  tentative  regu¬ 
lation  is  placed  on  display  only,  the  Com¬ 
missioner  shall  publish  an  appropriate 
notice  in  the  Federal  Register  stating 
that  the  document  is  available  and  speci¬ 
fying  the  time  within  which  comments 
may  be  submitted  orally  or  in  writing  on 
the  tentative  final  regulation  and  shall 
mail  a  copy  of  the  tentative  final  regu¬ 
lation  and  the  Federal  Register  notice 
to  each  person  who  submitted  comments 
on  the  proposed  regulation  if  one  has 
been  published. 

•  (10)  A  final  regulation  published  in 

the  Federal  Register  which  provides  an 
opportunity  for  the  submission'  of  fur¬ 
ther  comments,  in  accordance  with  para¬ 
graph  (e)(1)  of  this  section,  to  deter¬ 
mine  whether  the  regulation  should  sub¬ 
sequently  be  modified  or  revoked. 

(11)  Any  other  specific  public  proce¬ 
dure  established  by  the  provisions  in 
other  sections  of  this  chapter  and  ex¬ 
plicitly  made  applicable  to  the  matter 
by  the  terms  of  those  provisions. 

(g)  The  record  of  the  administrative 
proceeding  shall  consist  of  all  of  the  fol¬ 
lowing: 

(1)  If  the  regulation  was  initiated  by 
a  petition,  the  administrative  record 
specified  in  §2.7(i). 

(2)  If  any  petition  for  reconsidera¬ 
tion  or  for  a  stay  of  action  is  filed,  the 
administrative  record  specified  in  §  2.8 
(k)  and  §  2.9(h)  respectively. 

(3)  The  notice  of  proposed  rule  mak¬ 
ing  published  in  the  Federal  Register, 
including  all  data  and  Information  iden¬ 
tified  or  filed  by  the  Commissioner  with 
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the  Hearing  Clerk  as  part  of  the  admin¬ 
istrative  record  supporting  the  proposal. 

(4)  All  comments  received  on  the  pro- 
PKKsal,  Including  all  data  or  Information 
submitted  as  a  part  of  such  comments. 

(5)  The  notice  promulgating  the  final 
regulation,  including  all  data  and  infor¬ 
mation  identified  or  filed  by  the  Com¬ 
missioner  with  the  Hearing  Clerk  as  part 
of  the  administrative  record  supporting 
the  final  regulation. 

(6)  The  transcripts,  minutes  of  meet¬ 
ings,  reports.  Federal  Register  notices, 
and  other  documents  resulting  from  any 
of  the  optional  procedures  specified  In 
paragraph  (f)  of  this  section,  except 
that  it  shall  not  include  any  transcript  of 
any  closed  portion  of  any  public  advisory 
committee  meeting. 

(7)  AH  docmnents  submitted  to  the 
Hearing  Clerk  pursuant  to  §  2.15(h). 

(h)  The  record  of  the  administrative 
proceeding  shall  be  closed  as  of  the  date 
of  the  Commissioner’s  decision  unless 
some  other  date  for  the  closing  of  the 
record  Is  specified  by  the  Commissioner. 
Thereafter  any  Interested  person  may 
submit  a  petition  for  reconsideration 
pursuant  to  §  2.8  and  a  petition  for  stay 
of  action  pursuant  to  S  2.9.  Any  person 
who  wishes  to  rely  upon  data,  informa¬ 
tion,  or  views  not  included  in  ttie  admin¬ 
istrative  record  shall  submit  it  to  the 
Commissioner  with  a  new  petition  to 
modify  the  final  regulation. 

(i)  The  Hearing  Clerk  shall  main¬ 
tain  a  chronological  list  of  all  regulations 
proposed  and  promulgated  pursuant  to 
this  section  and  S  2.12,  but  excluding 
regulations  resulting  from  petitions  filed 
and  assigned  a  docket  number  pursuant 
to  §  2.7,  showing: 

(1)  The  docket  nmnber,  which  in  the 
case  of  a  petition  submitted  directly  to  a 
bureau  shall  be  the  number  or  other 
designation  assigned  by  the  bureau,  e.g., 
the  number  assigned  to  a  food  additive 
petition. 

(2)  The  name  of  the  petitioner,  if  any. 

(3)  The  subject  matter  Involved. 

(4)  The  disposition  of  the  petition. 

§  2.11  Court  review  of  final  administra¬ 
tive  action;  exhaustion  of  adminis¬ 
trative  remedies. 

(a)  The  provisions  of  this  section 
shall  apply  to  court  review  of  any  final 
administrative  action  taken  by  the  Com¬ 
missioner,  including  action  taken  pur¬ 
suant  to  §S  2.6  through  2.10  and 
§  2.500(b),  except  action  subject  to  the 
provisions  of  §  2.12  and  Subpart  B  of  this 
part. 

(b)  Any  request  that  the  Commis¬ 
sioner  take  or  refrain  from  taking  any 
form  of  administrative  action  shall  first 
be  the  subject  of  a  final  i  administrative 
decision  based  upon  a  petition  submitted 
to  the  Commissioner  pursuant  to 
§  2.6(a)  or,  where  applicable,  a  hearing 
pursuant  to  §  2.500(b)  before  any  legal 
action  is  filed  in  a  court  complaining  of 
the  Commissioner’s  action  or  failure  to 
act.  If  any  court  action  is  filed  com¬ 
plaining  of  the  Commissioner’s  ac¬ 
tion  or  failure  to  act  prior  to  the  sub¬ 
mission  of  and  decision  on  a  petition  pur¬ 
suant  to  §  2.6(a)  or,  where  applicable,  a 


hearing  pursuant  to  §  2.500(b) ,  the  Com¬ 
missioner  will  request  dismissal  of  such 
court  action  or  referral  to  the  agency  for 
an  initial  administrative  determination 
on  the  grounds  of  a  failure  to  exhaust  the 
administrative  remedies  provided  in  this 
part,  the  lack  of  final  agency  actton  as 
required  by  5  U.S.C.  701  et  seq.,  and  the 
lack  of  an  actual  controversy  as  required 
by  28  U.S.C.  2201. 

(c)  Any  request  that  any  form  of  ad¬ 
ministrative  action  be  stayed  shall  first 
be  the  subject  of  an  administrative  deci¬ 
sion  based  upon  a  petition  for  stay  of 
action  submitted  to  the  Commissioner 
pursuant  to  §  2.9  before  any  request  is 
made  that  a  coiut  stay  such  action.  If 
any  coxurt  action  is  filed  requesting  a  stay 
of  any  administrative  action  taken 
by  the  Commissioner  prior  to  the  Ccrni- 
missioner’s  decision  on  a  petition  sub¬ 
mitted  in  a  timely  manner  pursuant  to 
§  2.9,  the  Cixnmissioner  will  request  dis¬ 
missal  of  such  court  action  or  referral 
to  the  agency  for  an  initial  administra¬ 
tive  determination  on  the  grounds  of 
a  failure  to  exhaust  the  administrative 
remedies  provided  in  this  sulmart,  the 
lack  of  final  agency  action  as  required  by 
5  U.S.C.  701  et  seq.,  and  the  lack  of  an 
actual  controversy  as  required  by  28 
U.S.C.  2201.  If  any  court  action  is  filed 
requesting  a  stay  of  any  administratlTe 
action  taken  by  the  Commissioner  after 
a  petition  for  a  stay  of  action  is  denied 
because  it  was  submitted  after  expira¬ 
tion  of  the  30-day  time  period  specified 
in  §  2.9,  or  after  the  time  for  submitting 
such  a  petition  has  expired,  the  Commis¬ 
sioner  will  request  dismissal  of  such 
court  action  on  the  ground  of  a  failure 
to  exhaust  the  administrative  r^edles 
set  out  in  tills  subpart. 

(d)  The  Commissioner’s  final  decision 
on  a  petition  submitted  pursuant  to 
§  2.6(a),  on  a  petition  for  reconsidera¬ 
tion  submitted  pursuant  to  §  2.8,  on  a 
petition  for  stay  of  action  submitted  pur¬ 
suant  to  §  2.9,  on  any  advisory  opinion  is¬ 
sued  pursuant  to  §  2.19,  on  any  guideline 
issued  pursuant  to  {  2.20,  on  any  matter 
involving  adminlstvative  action  which  is 
the  subject  of  an  opportunity  for  a  hear¬ 
ing  pursuant  to  §  2.500(b),  or  the  is¬ 
suance  of  any  final  regulation  published 
in  accordance  with  §  2.10,  each  consti¬ 
tutes  final  agency  action  revlewable  in 
the  courts  piumiant  to  5  U.S.C.  701  et 
seq.  and,  where  appropriate,  28  U.S.C. 
2201. 

(1)  It  is  the  position  of  the  Fbod  and 
Drug  Administration  exc^t  as  otherwise 
provided  in  paragraph  (d)  (2)  of  this 
section  that: 

(i)  Any  such  final  agency  action  ex¬ 
hausts  all  administrative  remedies  and 
is  ripe  for  preenforcement  judicial  re¬ 
view  as  of  the  date  of  such  final  decision, 
unless  applicable  law  explicitly  requires 
that  the  petitioner  take  further  action 
before  judicial  review  is  available. 

(ii)  Any  interested  person  is  affected 
by,  and  thus  has  standing  to  obtain  judi¬ 
cial  review  of,  such  final  agency  action. 

(lii)  It  is  not  apprc^jriate  to  move  to 
dismiss  a  sxiit  for  preenforcement  judi¬ 
cial  review  of  su<^  final  agency  action 
on  the  ground  that  Indispensable  parties 


are  not  joined  or  that  it  is  an  uncon¬ 
sented  suit  against  the  United  States  if 
such  defect  coxild  be  cured"  by  amending 
the  ccHnplalnt 

(2)  The  Commissioner  will  object  to 
judteial  review  of  any  matter  if: 

(i)  The.  matter  is  committed  by  law  to 
the  discretion  of  the  Commissioner,  e.g., 
a  decision  to  rec<Mnmend  or  not  to  rec¬ 
ommend  civil  or  criminal  enforcement 
action  imder  sections  302, 303,  and  304  of 
the  act. 

(ii)  Review  is  not  sought  in  a  proper 
court. 

(e)  Any  interested  person  may  request 
judicial  review  of  any  final  decision  of 
the  Commissioner  in  the  courts  without 
first  petitixmlng  the  Cmnmlssioner  for  re- 
conslderatioai  or  for  a  stay  of  action, 
except  that  in  accordance  with  para¬ 
graph  (c)  of  this  section  such  person 
shall  request  a  stay  by  the  Conunlssloner 
pursuant  to  i  2.9  before  he  may  request 
a  stay  by  the  court. 

(f)  The  Commissioner  will  take  the 
position  in  any  action  for  judicial  review 
under  5  U£.C.  701  et  seq.,  whether  or  not 
it  includes  a  request  for  a  declaratory 
judgment  under  28  UB.C.  2201,  or  in  any 
other  case  in  which  the  validity  of  ad¬ 
ministrative  action  is  properly  chal¬ 
lenged.  that  the  validity  of  the  action 
shall  be  determined  solely  on  the  basis  of 
the  administrative  record  specified  in 
iS  2.7(1).  2.8(k),  2.9(h).  2.10(g),  and 
2.513(c).  or  the  admlrdstrative  record 
applicable  with  respect  to  any  decision 
or  action  under  the  regulations  refer¬ 
enced  in  1 2.500(b),  and  that  additional 
data,  information,  or  views  may  not  be 
considered.  Any  Interested  person  who 
wishes  to  rely  upon  data,  information, 
or  views  not  included  in  the  administra¬ 
tive  record  shall  submit  it  to  the  Com¬ 
missioner  with  a  new  petition  to  modify 
the  action  pursuant  to  S  2.6(a) . 

(g)  The  Commissioner  requests  that 
all  petitions  for  judicial  review  of  a  par¬ 
ticular  matter  be  filed  in  a  single  United 
States  district  court.  If  such  petitions  are 
filed  in  more  than  one  jurisdiction,  the 
Commissioner  shall  take  appropriate  ac¬ 
tion  to  prevent  a  mifitlpliclty  of  suits  in 
various  jurisdictions,  such  as: 

(1)  A  request  for  transfer  of  one  or 
more  suits  to  consolidate  separate  ac¬ 
tions,  pm^uant  to  28  U.S.C.  1404(a)  or 
28  UB.C.  2112(a). 

(2)  A  request  that  actions  in  all  but 
one  jurisdiction  be  stayed  pending  the 
conclusion  of  one  proceeding. 

(3)  A  request  that  all  but  one  action 
be  dismissed  pending  the  conclusion  of 
one  proceeding,  with  the  suggestion  that 
the  other  plaintiffs  intervene  in  that  one 
suit. 

(4)  A  request  that  cme  of  the  suits  be 
maintained  as  a  class  action  in  behalf 
of  all  affected  persons. 

(h)  Upon  judicial  review  of  adminis¬ 
trative  action  pursuant  to  this  section: 

(1)  If  a  court  determines  that  the  ad¬ 
ministrative  record  is  Inadequate  to  sup- 
POTt  the  action,  the  CHmunlssioner  shall , 
determine  whether  he  wishes  to  pro¬ 
ceed  with  such  action. 

(1)  11  the  Commlssicmer  concludes 
that  such  action  should  be  pursued,  he 
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shall  either  request  that  the  court  re¬ 
mand  the  matter  to  the  agency  to  reopen 
the  administrative  proceeding  and  rec¬ 
ord,  or  (HI  his  own  Initiative  reopen  the 
administrative  proceeding  and  record 
upon  receipt  of  the  court  determinatlcHi. 
Any  such  reopened  administrative  pro¬ 
ceeding  shall  be  conducted  pursuant  to 
the  provisions  of  this  part  and  in  a<x:(H'd- 
ance  with  any  directions  of  the  court. 

(il)  If  the  Commissioner  concludes 
that  the  public  Interest  requires  that  the 
action  remain  in  eSect  pending  further 
administrative  proceedings,  he  shall  re¬ 
quest  that  the  court  not  stay  the  matter 
in  the  interim  and  shall  expedite  the 
further  administrative  proceedings. 

(2)  If  a  court  determines  that  the  ad¬ 
ministrative  reccHd  is  adequate,  but  the 
rationale  for  the  action  requires  further 
elucidation: 

(i)  The  Commissioner  shall  request 
either  that  such  further  explanaticm  be 
provided  in  writing  directly  to  the  court 
without  further  administrative  proceed¬ 
ings,  or  that  the  administrative  inuceed- 
ing  be  reopened  piusuant  to  paragraph 
(h)  (1)  (i)  of  this  section. 

(ii)  If  he  concludes  that  the  public  in¬ 
terest  requires  that  the  action  remain  in 
effect  pending  further  court  or  adminis¬ 
trative  proceedings,  he  shall  request  that 
the  court  not  stay  the  matter  in  the  in¬ 
terim  and  shall  expedite  such  further 
proceedings. 

§  2.12  Promulgation  of  regulations  and 
orders  after  an  opportunity  for  a 
formal  evidentiary  public  hearing. 

(a)  The  CtHnmJssioner  shall  prtnnul- 
gate  regulations  and  orders  after  an  (H>- 
portunity  for  a  formal  evidentiary  public 
hearing,  in  accordance  with  the  proce¬ 
dures  established  in  Subpart  B  of  this 
part,  whenever  all  of  the  following  a];H>ly: 

(1)  The  subject  matter  of  the  regula¬ 
tion  or  order  involved  is  subject  by  stat¬ 
ute  to  an  opportunity  for  a  formal  evi- 
dentiai7  public  hearing. 

(2)  The  person  requesting  such  a 
hearing  has  a  right  to  an  opportunity  tor 
a  hearing  and  submits  adequate  justifi¬ 
cation  for  such  a  hearing  as  required  by 
§§  2.110  through  2.115  and  other  {q>pll- 
cable  provisions  in  this  chapter,  e^r., 
§§314.200,  430.20(b),  514.200,  and  601.7 

(a). 

(b)  The  Commissioner  may  order  a 
formal  evidentiary  public  hearing  on  any 
matter  whenever  he  determines,  in  his 
discretion,  that  it  would  be  in  the  pub¬ 
lic  interest  to  do  so. 

(c)  The  statutory  provisions  which 
permit  a  person  who  would  be  adversely 
affected  by  administrative  action  an  op¬ 
portunity  for  a  formal  evidentiary  public 
hearing  are  as  foUows  (the  foregoing  list 
imparts  no  right  to  a  hearing  where  no 
opportunity  for  a  hearing  is  provided  by 
the  statutory  sections  listed) : 

(1)  Section  401  of  the  act  relating  to 
definitions  and  standards  fen:  food. 

(2)  Section  403(j)  of  the  act  relating 
to  regulations  for  labeling  of  foods  tor 
special  dietary  uses. 

(3)  Section  404(a)  of  the  act  relating 
to  regulations  providing  for  emergency 
permit  controL 


(4)  Section  406  oi  the  act  rating  to 
tolerances  for  pcHsonous  substances  In 
food. 

(5)  Section  409  (c) .  (d) ,  and  (h)  of  the 
act  relating  to  food  additive  regulations. 

(6)  Sectiem  501(b)  of  the  act  relating 
to  tests  or  methods  of  assay  for  drugs 
described  in  official  compendia. 

(7)  Section  502(d)  of  the  act  relating 
to  regulations  designating  habit-forming 
drugs. 

(8)  Section  502(h)  of  the  act  relating 
to  regulations  designating  requirements 
for  dnigs  liable  to  deterioration. 

(9)  Section  502 (n)  of  the  act  relating 
to  prescription  drug  advertising  regula¬ 
tions. 

(10)  Section  506(c)  of  the  act  relating 
to  insulin  regulations. 

(11)  Section  507(f)  of  the  act  relating 
to  regulations  for  antibiotic  drug  certi¬ 
fication. 

(12)  Section  512 (n)  (5)  of  the  act  re¬ 
lating  to  regulations  for  animal  antibiot¬ 
ic  drugs  and  certification  requirements. 

(13)  Section  706  (b)  and  (c)  of  the  act 
relating  to  regulations  for  color  additives 
listing  and  certification. 

(14)  Section  4(a)  of  the  Fair  Packag¬ 
ing  and  Labeling  Act  relating  to  food, 
drug,  device,  and  cosmetic  labeling. 

(15)  Section  5(c)  of  the  Pair  Packag¬ 
ing  and  Labeling  Act  relating  to  addi¬ 
tional  economic  regulations  for  food, 
drugs,  devices,  and  cosmetics. 

(16)  Section  505  (d)  and  (e)  of  the 
act  relating  to  new  drug  applications. 

(17)  Section  512  (d),  (e),  (m)(S).  and 
(m)  (4)  of  the  act  relating  to  new  ani¬ 
mal  drug  applications. 

(18)  Sectiem  515(g)  of  the  act  relating 
to  device  premarket  approval  applica¬ 
tions. 

(19)  Section  351(a)  of  the  PuMIc 
Health  Service  Act  relating  to  plant  and 
product  licenses  for  a  biologic. 

§  2.13  Separation  of  functions;  ex  parte 
communications. 

(a)  The  provlslcHis  of  this  section  shall 
apply  with  respect  to  any  matt^  which 
is  subject  by  statute  to  an  opp(H*tunlty 
for  a  f(Hmal  evidentiary  public  hearing, 
as  listed  in  i  2.12(c).  and  any  matter  sub¬ 
ject  to  a  puMle  hearing  b^ore  a  PubUc 
Board  of  ln(iulry  pursuant  to  SulHXkrt  C 
of  this  part. 

(b)  In  the  case  of  any  matter  listed  tax 
§2.12(0  (1)  through  (10)  and  (12) 
through  (15) : 

(1)  Any  Interested  person  may  meet 
or  corresp<Hxd  with  any  representative  of 
the  Food  and  Drug  Administration  with 
respect  to  any  such  matter  prior  to  pub¬ 
lication  in  the  Fxdebal  Registkk  of  a 
notice  annoxmeing  a  formal  evidentiary 
public  hearing  or  a  public  hearing  before 
a  Public  Board  of  Inquiry  oa  the  matter. 
The  provlsi(His  of  §  2.15  shall  a{H>ly  to 
such  meetings  and  correspondence. 

(2)  Upon  publicatioQ  in  the  Federal 
Register  ctf  a  notice  announcing  a  for¬ 
mal  evidentiary  public  hearing  or  a  pub¬ 
lic  hearing  before  a  Public  Board  of  In¬ 
quiry,  the  following  separation  of  fimc- 
tlons  shall  apply: 

(1)  The  bureau  responsible  for  the 
matter  involved  in  the  hearing  shall,  as  a 


party  to  the  hearing,  be  responsiUe  for 
all  Inv^tigative  functions  and  for  pres- 
entatloa  of  the  position  of  the  bureau 
at  the  hearing  and  in  any  pleading  or 
<H*al  argument  before  the  Commlsslcmer. 
Representatives  of  the  bureau  shall  not 
participate  or  advise  in  any  decision  ex¬ 
cept  as  witness  or  counsel  in  public  pro¬ 
ceedings.  There  shall  be  no  other  com- 
mxmlcaticm  between  representatives  of 
the  bureau  and  representatives  of  the 
office  of  the  Commissioner  with  respect 
to  the  matter  involved  in  the  hearing 
pritH*  to  the  decisi(Hx  of  the  Commis¬ 
sioner.  The  Commissioner  may.  however, 
when  he  determines  it  necessary  to  en¬ 
sure  the  best  use  of  agency  resources  in 
deciding  a  particular  matter,  designate 
representatives  a  bureau  to  advise  him. 
or  reiHesentatives  of  his  office  to  advise  a 
bureaiL  The  designation  shall  be  in  writ¬ 
ing  and  .shall  be  filed  with  the  Hearing 
Clerk  no  later  than  the  time  specified 
in  paragraph  (b)  (2)  of  this  section  for 
the  apidlcatlcHX  of  separation  of  func¬ 
tions.  All  memb«^  oi  the  Food  and  Drug 
Administration  other  than  represrata- 
tives  of  the  Involved  Uireau  (except  those 
specifically  designated  otherwise)  «hidi 
be  availaUe  to  advise  and  pcurticipate 
with  the  office  of  the  Commissioner  in  its 
functions  relating  to  the  hearing  and  the 
final  decision. 

(11)  The  Chief  Counsel  for  the  Food 
and  Drug  Administration  ^lall  designate 
members  of  his  office  who  shall  advise 
and  participate  with  the  bureau  in  Its 
functions  in  the  hearing  and  members 
who  shall  advise  the  Commissioner  in 
his  functions  related  to  the  hearing  and 
his  final  decision.  The  monbers  the 
(^ce  of  Qeneral  Counsel  designated  to 
advise  and  participate  with  the  bureau 
shall  not  participate  or  advise  in  any 
dedskHi  of  the  Commissioner  exc^H  as 
counsel  in  public  proceedings.  Such  des¬ 
ignation  Shan  be  in  the  f(Hm  of  a 
manorandum  filed  with  the  Hearing 
Clo-k  and  made  a  part  oi  the  adminis¬ 
trative  record  in  the  proceeding.  There 
Shan  be  no  other  commxmication 
betwera  those  members  the  office  of 
General  Counsel  designated  to  advise 
the  Commissioner  and  any  c^er  oth^ 
persons  in  the  office  of  General  Counsel 
or  In  the  involved  bureau  with  respect  to 
the  matt^  Involved  in  the  hearing  ixrior 
to  the  decision  of  the  Ocnmnlssloner.  The 
Chief  Couns^  may  in  his  discretion  as¬ 
sign  new  attorneys  to  advise  either  the 
bureau  or  the  Commissiemer  at  any  stage 
of  the  proceedings.  The  Chl^  Counsel 
shall  ordinarily  advise  and  participate 
with  the  office  of  the  CkHnmissloner  in 
its  functkxi  relating  to  the  hearing  and 
the  final  decision. 

(ill)  The  office  of  the  Commissioner 
shall  be  responsible  tor  the  agency  re¬ 
view  of  and  final  decision  cm  the  matter, 
with  the  advice  and  participation  of  any¬ 
one  in  the  Food  and  Drug  Administration 
other  than  representatives  of  the  in¬ 
volved  bureau  and  those  members  of  the 
ofitee  of  General  Counsel  who  have  been 
designated  to  assist  in  the  bureau’s  func¬ 
tions  r^ating  to  the  hearing. 

(c)  In  the  case  of  any  matter  listed 
in  §  2.12(c)  (11)  and  (16)  through  (18). 
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the  specific  provisions  relating  to  separa¬ 
tion  of  functions  set  forth  In  §S  314.200 
<f).  430.20(b)(9).  514.200.  and  601.7(a) 
of  this  chapter  shall  be  t^idlcable  prior 
to  publication  In  the  Federal  Registbr 
of  a  notice  announcing  a  formal  eviden¬ 
tiary  public  hearing  or  a  public  hearing 
before  a  Public  Board  of  Inquiry.  Upon 
publication  of  any  such  notice  the  rules 
in  paragraph  (b)  (2)  of  this  section  shall 
apply. 

<d)  Except  as  provided  in  paragraph 
'  e)  of  this  section,  between  the  date  that 
separation  of  functions  applies  pursuant 
to  paragraph  (b)  or  '(c)  ^  this  section 
and  the  date  of  the  Commissioner’s  deci¬ 
sion  on  the  matter,  communication  with 
respect  to  the  matter  Involved  In  the 
hearing  shall  be  restricted  as  follows: 

(1)  No  person  outside  the  agency  shall 
have  any  ex  parte  conununicatlon  with 
the  presiding  oflBcer  or  any  person  repre¬ 
senting  the  office  of  the  C(»nmissloner 
wlUi  respect  to  the  matter  Involved  in 
the  hearing.  Neither  the  presiding  offi¬ 
cer  nor  any  person  representing  the  office 
of  the  Commissioner  shall  have  any  ex 
parte  commimlcatlon  with  any  person 
outside  the  agency  with  respect  to  the 
matter  involved  In  the  hearing.  All  such 
communications  shall  be  public  com¬ 
munications,  as  witness  or  counsel,  in  ac¬ 
cordance  with  the  applicable  provisions 
of  this  part. 

(2)  Any  participant  in  the  hearing  may 
submit  a  written  communication  to  the 
office  of  the  Commissioner  with  respect 
to  a  proposal  for  settlement.  Such  !?^t- 
ten  commimlcations  shall  be  In  the  form 
of  pleadings  and  shaU  be  served  on  all 
other  participants  and  filed  with  the 
Hearing  CHerk  In  the  same  manner  as 
any  other  pleading. 

(3)  Any  written  communication  con¬ 
trary  to  this  section  shall  Immediately 
be  served  cm  all  other  participants  and 
filed  with  the  Hearing  Clerk,  and  any 
oral  communication  contrary  tc  this  sec¬ 
tion  shall  immediately  be  recorded  in  a 
written  memorandum  served  on  all  other 
participants,  and  filed  with  the  Hearing 
Clerk  to  become  a  part  of  the  admin¬ 
istrative  record  of  the  proceeding.  Any 
person.  Including  any  representative  of 
any  participant  in  the  hearing,  who  is 
Involved  in  any  such  oral  communica¬ 
tion  shall,  If  possible,  be  made  available 
for  cross-examination  during  the  hear¬ 
ing  with  respect  to  the  substance  of  that 
conversation.  Rebuttal  testimony  perti¬ 
nent  to  any  such  written  or  oral  com¬ 
munication  shall  be  permitted.  Any 
cross-examination  and  rebuttal  testi¬ 
mony  shall  be  transcribed  and  filed  In 
the  administrative  record  of  the  proceed¬ 
ing. 

(e)  The  prohibitions  specified  in  para¬ 
graph  (d)  of  this  section  shall  apply  to 
any  person  having  knowledge  of  a  notice 
of  hearing  in  advance  of  publication  from 
the  time  such  knowledge  is  acquired. 

(f)  The  making  of  any  cmnmunicatlon 
contrary  to  this  section  may,  consistent 
with  the  interests  of  Justice  and  the 
policy  of  the  underlying  statute,  result 
in  a  decision  adverse  to  the  person 
knowingly  making  or  causing  the  making 
of  such  a  communication. 


§2.14  Referral  by  court. 

(a)  Hie  provisions  of  this  section  shall 
apply  whenever  any  Federal.  State,  or 
local  court  holds  In  abeyance,  or  refers 
to  ttie  Commissioner,  any  ma^r  for  an 
Initial  administrative  determination  pur¬ 
suant  to  S  2.6(0)  or  §  2.11(b). 

(b)  The  Commissioner  shall  promptly 
agree  or  decline  to  accept  such  referral. 
Whenever  feasible  in  light  of  agency 
priorities  and  resources,  the  Commis¬ 
sioner  shall  agree  to  accept  any  such 
referral  and  shall  institute  a  proceeding 
to  determine  the  matter  so  referred. 

(c)  In  reviewing  such  a  matter,  the 
Commissioner  may.  in  his  discretion, 
utilize  any  of  the  following  procedures: 

(1)  Conferences,  meetings,  discus¬ 
sions,  and  correspondence  pursuant  to 
S  2.15. 

(2)  A  formal  evidentiary  public  hear¬ 
ing  pursuant  to  .Subpart  B  of  this  part. 

(3)  A  hearing  before  a  Public  Board  of 
Inquiry  pursuant  to  Subpart  C  of  this 
part. 

(4)  A  public  hearing  before  a  public 
advisory  committee  pursuant  to  Sub¬ 
part  D  of  this  part. 

(5)  A  public  hearing  before  the  Com¬ 
missioner  pursuant  to  Subpart  E  of  this 
part. 

(6)  A  regulatory  hearing  before  the 
Food  and  Drug  Administration  pursuant 
to  Subpart  F  of  this  part. 

(7)  A  notice  published  in  the  Federal 
Register  requesting  data,  information, 
and  views  before  the  Commissioner 
makes  his  decision  on  it. 

(8)  Any  other  specific  puh'ic  proce¬ 
dure  established  by  the  pro'/lslons  In 
other  sections  of  this  chsqiter  and  explic¬ 
itly  made  applicable  to  the  matter  by 
those  provisions. 

(d)  If  the  Commissioner’s  review' of 
the  matter  results  in  the  proposal  of  a 
regulation,  the  provisions  of  §  2.10  or 
§  2.12  shall  also  apply. 

§  2.15  Meetings  and  eorrespondenee. 

(a)  In  addition  to  the  public  hearings 
and  proceedings  established  by  the  pro¬ 
visions  of  this  part  and  in  other  sections 
of  this  chapter,  meetings  may  be  held 
and  correspondence  may  be  exchanged 
between  representatives  of  the  Food  and 
Drug  Administration  and  any  interested 
person  outside  the  Food  and  Drug  Ad¬ 
ministration  with  respect  to  any  matter 
within  the  jurisdiction  of  the  laws  ad¬ 
ministered  by  the  Commissioner.  Action 
with  respect  to  such  meetings  and  cor¬ 
respondence  does  not  constitute  final  ad¬ 
ministrative  action  which  is  subject  to 
judicial  review  pursuant  to  $2.11. 

(b)  The  Commissioner  may  conclude, 
in  his  discretion,  that  it  would  be  in  the 
public  interest  to  hold  an  open  public 
meeting  to  discuss  a  matter  (or  class  of 
matters)  pending  before  the  Food  and 
Ekng  Administration,  at  which  any  in¬ 
terested  person  may  participate. 

(1)  Ihe  Commissioner  shall  give  pub¬ 
lic  notice  through  the  public  calendar 
described  In  $  2.22(a)  of  the  time  and 
place  of  the  meeting  and  of  the  matters 
to  be  discussed,  and  may  also  publish 
such  notice  In  the  Federal  Register. 


(2)  The  meeting  shall  be  conducted  in¬ 
formally,  Le.,  any  Interested  person  may 
attend  and  participate  fully  in  the  dis¬ 
cussion  without  giving  pricur  notice  to  the 
agency  or  requesting  time  to  make  a 
presentation. 

(3)  No  transcript  or  recording  of  any 
such  meeting  shall  be  required.  A  writ¬ 
ten  memorandum  summarizing  the  sub¬ 
stance  of  the  meeting  shall  be  prepared 
by  a  representative  of  the  Pood  and  Drug 
Administration. 

(0)  Any  meeting  with  any  person  out¬ 
side  the  Department,  including  any  per¬ 
son  in  the  executive  or  legislative  branch 
of  the  Federal  government,  relating  to  a 
pending  court  case,  administrative  hear¬ 
ing,  or  other  regulatory  action  or  deci¬ 
sion,  which  Involves  more  than  a  brief 
description  of  the  matter  shall  be  sum¬ 
marized  in  a  written  memorandum  which 
Shan  be  filed  In  the  administrative  file  on 
the  matter. 

(d)  Every  person  outside  the  Federal 
government  has  a  right  to  request  and 
obtain  a  private  meeting  with  a  repre¬ 
sentative  of  the  Food  and  Drug  Adminis¬ 
tration  In  agmcy  offices  to  discuss  any 
matter  In  which  he  Is  interested. 

(1)  The  person  requesting  such  a  meet¬ 

ing  may  be  acccnnpanled  by  a  reasonable 
number  of  employees,  consultants,  or 
other  persons  with  whom  he  has  a  com¬ 
mercial  arrangement  within  the  mean¬ 
ing  of  $  4.81(a)  of  this  chapter.  Neither 
the  Food  and  Drug  Administration  nor 
any  other  pers<m  may  require  the  at¬ 
tendance  of  any  perscm  who  is  not  an 
employee  of  the  Executive  Branch  of  the 
Federal  Government  without  the  agree¬ 
ment  of  the  person  requesting  the  meet¬ 
ing.  Any  person  may  attend  by  mutual 
consent  of  the  perscm  requesting  the 
meeting  and  the  Food  and  Drug  Admin¬ 
istration.  ~ 

(2)  The  Food  and  Drug  Administra¬ 
tion  shall  determine  which  representa¬ 
tives  of  the  Food  and  Drug  Administra¬ 
tion  shall  attend  the  meeting.  The  person 
requesting  the  meeting  may  request  but 
not  require  or  preclude  the  attendance 
of  any  specific  Food  and  Drug  Adminis¬ 
tration  employee. 

(3)  Whenever  appropriate  (e.g.,  the 
meeting  involved  a  matter  covered  by 
paragraph  (c)  of  this  section  or  any 
other  important  matter,  a  decisioif  on  an 
issue,  or  statements  or  advice  or  conclu¬ 
sions  to  which  future  reference  may  be 
required  as  part  of  an  administrative 
record),  a  written  memorandum  sum¬ 
marizing  the  substance  of  the  meeting 
shall  be  prepared  by  a  representative  of 
the  Food  and  Drug  Administration. 

(4)  Any  person  who  wishes  to  attend 
a  specific  private  meeting,  but  who  is  not 
permitted  to  attend  because  the  person 
requesting  the  meeting  or  the  Food  and 
Drug  Administration  does  not  grant  per- 
missicoi  for  such  attendance,  or  because 
it  Is  conducted  by  telephone,  may  request 
and  obtain  a  separate  meeting  with  the 
Food  and  Drug  Administration  to  discuss 
the  same  matter  or  any  additional 
matter. 

(e)  Food  and  Drug  Administration 
employees  have  a  responsibility  to  meet 
with  all  segments  of  the  public  In  order 
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to  promote  the  objectives  of  the  laws  ad¬ 
ministered  by  the  Pood  and  Drug  Admin¬ 
istration  and  the  agency.  In  pursuing  this 
responsibility  the  following  general  policy 
shall  apply  where  agency  employees  are 
invited  by  persons  outside  the  Federal 
Government  to  attend  or  participate  in 
meetings  outside  agency  offices  as  repre¬ 
sentatives  of  the  agency. 

1,1)  A  person  outside  the  Executive 
Branch  of  the  Federal  Government  may 
invite  an  agency  representative  to  attend 
or  participate  in  a  meeting  outside 
agency  offices.  The  agency  representa¬ 
tive  is  not  obligated  to  attend  or  par¬ 
ticipate  in  any  such  meeting,  but  may  do 
so  where  he  concludes  that  it  is  in  the 
public  interest  and  will  promote  the  ob¬ 
jectives  of  the  act  and  the  agency. 

(2)  An  agency  representative  may  re¬ 
quest  that  any  such  meeting  be  an  open 
meeting  when  he  concludes  that  this 
would  be  in  the  public  interest.  The 
agency  representative  may  agree  to  de¬ 
cline  to  participate  in  any  such  meeting 
which  is  held  as  a  private  meeting,  de¬ 
pending  upon  which  action  he  concludes 
will  best  serve  the  public  Interest. 

(3)  An  agency  representative  shall  not 
knowingly  participate  In  any  meeting 
which  is  closed  on  the  basis  of  sex,  race, 
or  religion. 

(4)  Any  such  meeting,  whether  open 
or  closed,  shall  be  subject  to  the  require¬ 
ments  of  paragraph  (d)(3)  of  this  sec¬ 
tion  with  respect  to  memoranda  siun- 
marizing  the  substance  of  the  meeting. 

(f)  Representatives  of  the  Pood  and 
Drug  Administration  may  initiate  a 
meeting  or  correspondence  with  any  per¬ 
son  outside  the  Federal  Government  with 
respect  to  any  matter  relating  to  the 
laws  administered  by  the  Commissioner. 

(1)  Any  meeting  initiated  by  the  Pood 
and  Drug  Administration  which  involves 
a  small  number  of  interested  persons, 
e.g.,  a  meeting  with  a  petitioner  or  with 
two  manufacturers  of  a  particular  prod¬ 
uct  which  requires  additional  testing  or 
with  a  trade  association  employee  to  dis¬ 
cuss  an  industry  labeling  problem,  may 
be  a  private  meeting.  Any  meeting  ini¬ 
tiated  by  the  Food  and  Drug  Adminis¬ 
tration  which  involves  a  large  number  of 
Interested  persons,  e.g.,  10  msmufacturers 
of  an  ingredient  to  discuss  appropriate 
testing  or  labeling,  shall  be  h^d  as  an 
open  conference  or  meeting  pursuant  to 
paragraph  (b)  of  this  section. 

(2)  Whenever  appropriate  (e.g.,  the 
meeting  involved  a  matter  covered  by 
paragraph  (c)  of  this  section  or  any 
other  important  matter,  a  decision  on  an 
issue,  or  statements  or  advice  or  conclu¬ 
sions  to  which  future  reference  may  be 
required  as  part  of  the  administrative 
record),  a  written  memorandum  sum¬ 
marizing  the  substance  of  any  meeting 
shall  be  prepared  by  a  representative  of 
the  Food  and  Drug  Administration. 

(g)  Any  person  who  participates  in 
any  meeting  described  in  paragraphs  (b) 
through  (f)  of  this  section  may  prepare 
and  submit  to  the  Food  and  Drug  Ad¬ 
ministration  for  incliision  in  the  admin¬ 
istrative  file  a  written  memorandum 
summarizing  the  substance  of  the 
meeting. 
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(h)  All  memoranda  of  such  meetings 
prepared  by  a  representative  of  the  Food 
and  Drug  Administration  or  by  any 
other  person  and  aU  correspondence 
which  relate  to  any  matter  paiding  be¬ 
fore  the  agency  shall  prwnptly  be  filed 
in  the  relevant  administrative  file  of  the 
proceeding. 

(i)  Any  meeting  with  a  representative 
of  Congress  relating  to  a  pending  or  po¬ 
tential  investigation,  inquiry,  or  hearing 
by  a  congressional  committee  or  a  mem¬ 
ber  of  Congress  shall  be  summarized  in 
a  written  memorandiun  which  shall  be 
forwarded  to  the  Food  and  Drug  Admin¬ 
istration,  Office  of  Legislative  Services. 
This  provision  shall  not  restrict  the  right 
of  any  agency  employee  to  participate  in 
any  such  meeting. 

(j)  Any  meeting  of  an  advisory  com¬ 
mittee  shall  be  subject  to  the  require¬ 
ments  of  Subpart  D  of  this  part 

(k)  Pursuamt  to  42  U.S.C.  2631(a)(8), 
a  log  or  summary  shall  be  made  of  all 
meetings  held  between  representatives  of 
the  Food  and  Drug  Administration  and 
representatives  of  industry  and  other  in¬ 
terested  parties  with  respect  to  imple¬ 
mentation  of  the  Radiation  CMitrol  for 
Health  and  Safety  Act  of  1968. 

§  2.16  Dooumentalion  of  significant  de- 
ci-ions  in  administrative  file. 

(a)  The  provisions  of  this  section  shall 
apply  to  every  significant  Food  and  Drug 
Administration  decision  on  any  matter 
xmder  the  laws  administered  by  the  Com¬ 
missioner,  whether  it  is  raised  formally, 
e.g.,  by  a  petition,  or  informally,  e.g.,  by 
correspondence. 

(b)  The  Food  and  Drug  Administra¬ 
tion  employees  responsible  for  handling 
any  matter  shall  be  responsible  for  as¬ 
suring  the  completeness  of  the  adminis¬ 
trative  file  relating  to  it.  Such  file: 

(l)  Shall  contain  appropriate  docu¬ 
mentation  of  the  basis  for  the  declsicm, 
including  relevant  evaluations,  reviews, 
memoranda,  letters,  opinion  of  consult¬ 
ants.  minutes  of  meetings,  and  all  other 
written  documents  pertinent  to  the 
matter. 

(2)  Shall  contain  the  rectmimenda- 
tlons  and  decisions  of  individual  em¬ 
ployees,  including  supervisory  person¬ 
nel,  responsible  for  handling  the  mattM". 

(i)  Such  recommendations  and  deci¬ 
sions  shall  reveal  any  significant  con¬ 
troversies  or  differences  of  opinicm  and 
their  resolution, 

(ii)  Any  agency  employee  working  <m 
a  matter  and,  consistent  with  the  prompt 
completion  of  his  other  assignments,  any 
agency  employee  who  has  worked  on  a 
matter  shall  have  the  opportunity  to 
record  his  views  on  that  matter  in  a 
written  memorandum,  which  shall  be  in¬ 
cluded  in  the  file. 

(c)  Each  written  document  placed  in 
such  an  administrative  file: 

(1)  Shall  relate  to  the  factual,  scien¬ 
tific,  legal,  OT  related  issues  imder  con¬ 
sideration. 

(2)  Shall  be  dated  and  signed  by  the 
author. 

(3)  Shall  be  directed  to  the  file,  to  ap¬ 
propriate  supervisory  personnd,  and  to 
other  appropriate  employees,  and  shall 
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show  all  persons  to  whom  copies  were 
s«it. 

(4)  Shall  avoid  defamatory  language, 
intemperate  remarks,  undocumented 
charges,  or  irrelevant  matters  (e.g.,  per¬ 
sonnel  complaints) . 

(5)  Shall,  if  it  records  the  views,  anal¬ 
yses,  recommendations,  or  decisions  of 
any  agency  employee  in  addition  to  the 
author,  be  given  to  such  other  employees. 

(6)  Shall,  once  completed  (I.e.,  typed 
in  final  form,  dated,  and  signed) ,  not  be 
altered,  added  to,  or  removed.  Subse¬ 
quent  additions  to.  or  revisions  of,  any 
such  document  shall  be  accomplished  by 
the  preparation  of  a  new  document. 

(d)  Memoranda  or  other  documents 
prepared  by  agency  employees  not  con¬ 
tained  in  the  administrative  file  shall 
have  no  status  or  effect. 

(e)  All  Food  and  Drug  Administra¬ 
tion  employees  working  on  a  matter  shall 
have  access  to  the  administrative  file 
on  that  matter,  as  appropriate  for  the 
conduct  of  their  work.  AU  Food  and  Drug 
Administration  employees  who  have 
worked  on  a  matter  shaU  have  access  to 
the  administrative  file  on  that  matter  so 
long  as  their  attention  to  their  assign¬ 
ments  is  not  Impeded.  Reasonable  re¬ 
strictions  may  be  placed  upon  such  ac¬ 
cess  to  assure  the  proper  cataloging  and 
storage  of  documents,  the  availabUity 
of  the  file  to  others,  and  the  complete¬ 
ness  of  the  file  for  review. 

§  2.17  Internal  agency  review  of  deci¬ 
sions. 

(a)  Any  decision  of  a  Food  and  Drug 
Administration  employee,  other  than  the 
Commissioner,  on  any  matter,  e.g.,  an 
Informal  opinion  on  the  need  for  further 
animal  toxicology  tests  to  support  a  food 
additive  regulation  or  new  drug  applica¬ 
tion,  is  subject  to  review  by  the  employ¬ 
ee’s  supervisor  under  any  of  the  foUow- 
ing  circumstances: 

(1)  At  the  request  of  the  employee. 

(2)  On  the  initiative  of  the  supervisor. 

(3)  At  the  request  of  any  Interested 
person  outside  the  agency. 

(4)  As  required  by  duly  prcmiulgated 
delegations  of  authority. 

(b)  Such  review  shaU  be  accomplished 
by  consiUtation  between  the  employee 
and  the  supervisor  or  by  review  of  the 
administrative  file  on  the  matter,  or  both. 
Such  review  shaU  ordinarily  foUow  the 
established  agency  channels  of  super¬ 
vision  or  review  for  that  matter. 

(c)  Any  interested  person  outside  the 
agency  may  request  internal  agency  re¬ 
view  of  any  such  decision  through  the 
established  agency  channels  of  super¬ 
vision  or  review  for  that  matter.  Per¬ 
sonal  review  of  such  matters  by  bimeau 
directors  or  the  office  of  the  Commis¬ 
sioner  ShaU  take  place  for  any  of  the 
f oUowing  purposes : 

(1)  To  resolve  an  issue  which  cannot 
be  resolved  at  lower  levels  within  the 
agency : 

(i)  Between  two  parts  of  a  bureau  or 
other  component  of  the  agency,  or 

(U)  Between  two  bureaus  or  other 
components  of  the  agency,  or 

(iU)  Between  the  agency  and  an  In¬ 
terested  person  outside  the  agency. 
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(2)  To  review  policy  matters  requiring 
the  attention  of  bureau  or  j«ency  man¬ 
agement. 

(3)  In  imusual  situations  requiring  an 
immediate  review  in  the  public  interest. 

(4)  As  required  by  duly  promulgated 
delegations  of  authority. 

(d)  Internal  agency  review  of  any 
such  decision  shall  be  based  upon  the 
data  and  information  available  in  the 
administrative  file.  In  the  event  that  any 
interested  person  presents  new  data  or 
information  not  contained  in  such  file, 
the  matter  shall  be  returned  to  the  ap¬ 
propriate  lower  level  within  the  agency 
for  a  reevaluation  based  upon  such  new 
information. 

§  2.18  Dit^soiiiination  of  draft  rr.’j'ral 
Regi!»ter  notices  and  regulatit>iis. 

(a)  Any  representative  of  the  Food 
and  Drug  Administration  may  discuss 
orally  or  in  writing  with  any  Interested 
person  ideas  and  recommendations  for 
Federal  Register  notices  or  regulations. 
The  Food  and  Drug  Administration  wel¬ 
comes  assistance  in  developing  ideas  for, 
and  in  gathering  the  data  and  informa¬ 
tion  to  support,  notices  and  regulations. 

(b) (1)  Once  it  is  determined  that  a 
proposed  notice  or  regulation  will  be  pre¬ 
pared,  the  general  concepts  may  be  dis¬ 
cussed  by  a  representative  of  the  Food 
and  Drug  Administration  with  any  inter¬ 
ested  person.  Details  of  a  draft  of  a  pro¬ 
posed  notice  or  regulation  may  be  dis¬ 
cussed  with  any  person  outside  the  Ex¬ 
ecutive  Branch  of  the  Federal  Govern¬ 
ment  only  with  the  specific  permission  of 
the  Commissioner. 

(2)  A  draft  of  a  proposed  notice  or 
regulation  or  its  preamble,  or  any  por¬ 
tion  thereof,  may  be  furnished  to  an  in¬ 
terested  person  outside  the  Executive 
Branch  of  the  Federal  Government  only 
if  it  is  made  available  to  all  interested 
persons  by  a  notice  published  in  the  Fed¬ 
eral  Register.  A  draft  of  a  proposed  no¬ 
tice  or  regulation  so  made  available  may, 
without  the  prior  permission  of  the  Com¬ 
missioner,  be  discussed  with  any  inter¬ 
ested  person  to  clarify  and  resolve  ques¬ 
tions  raised  and  concerns  expressed 
about  the  proposal. 

(c)  After  publication  of  a  proposed 
regulation  in  the  Federal  Register,  and 
before  preparation  of  a  draft  of  the  final 
regulation,  a  representative  of  the  Food 
and  Drug  Administration  may  discuss 
the  proposal  with  any  interested  person 
as  provided  in  paragraph  (b)  (2)  of  this 
section. 

(d)  (1)  Details  of  a  draft  of  a  final  no¬ 
tice  or  regulation  may  be  discussed  with 
any  interested  person  outside  the  Execu¬ 
tive  Branch  of  the  Federal  Government 
only  with  the  specific  permission  of  the 
Commissioner. 

(2)  A  draft  of  a  final  notice  or  regula¬ 
tion  of  its  preamble,  or  any  portion  there¬ 
of,  may  be  furnished  to  an  interested 
person  outside  the  Executive  Branch 
of  the  Federal  Government  only  if  it  is 
made  available  to  all  Interested  persons 
by  a  notice  published  In  the  Federal  Reg¬ 
ister,  except  as  otherwise  provided  In 


paragraphs  (g)  and  (J)  of  this  section.  A 
draft  of  a  final  notice  or  regulation  so 
made  available  to  any  interested  person 
may,  without  the  prior  permission  of  the 
Commissioner,  be  discussed  with  any  in¬ 
terested  person  as  provided  in  paragraph 
(b)  (2)  of  this  section. 

(1)  The  final  notice  or  regulation  and 
its  preamble  shall  be  prepared  solely  on 
the  basis  of  the  administrative  record. 

(2)  If  any  additional  technical  infor¬ 
mation  from  a  person  outside  the  Exec¬ 
utive  Branch  of  the  Federal  government 
is  necessary  to  draft  the  final  notice  or 
regulation  or  its  preamble,  it  shall  be  re¬ 
quested  by  the  Food  and  Drug  Adminis¬ 
tration  in  general  terms  and  furnished 
directly  to  the  Hearing  Clerk  to  be  in¬ 
cluded  as  part  of  the  administrative  rec¬ 
ord. 

(3)  If  direct  discussion  by  the  Food 
and  Drug  Administration  of  a  draft  of  a 
final  notice  or  regulation  or  its  preamble 
is  required  with  a  person  outside  the  Ex¬ 
ecutive  Branch  of  the  Federal  (jovern- 
ment,  appropriate  protective  procedures 
will  be  undertaken  to  make  certain  that 
a  full  and  Impartial  administrative  rec¬ 
ord  is  established.  Such  procedures  may 
include: 

(i)  The  scheduling  of  an  open  public 
meeting  conducted  pursuant  to  §  2.15(b) 
at  which  any  interested  i>erson  may  par¬ 
ticipate  in  review  of  and  comment  on  the 
draft  document. 

(ii)  The  preparation  of  a  tentative 
final  regulation  or  tentative  revised  final 
regrulation  pursuant  to  §  2.10(f)  (9),  on 
which  all  interested  persons  will  be  given 
an  additional  period  of  time  for  oral  and 
written  comment. 

(e)  After  a  final  regulation  is  pub¬ 
lished  in  the  Federal  Register,  a  repre¬ 
sentative  of  the  Food  and  Drug  Admin¬ 
istration  may  discuss  any  aspect  of  it 
with  any  interested  person. 

(f)  In  addition  to  the  requirements 
of  this  section,  the  provisions  of  §  2.13 
shall  apply  to  the  promulgation  of  any 
regulation  subject  to  the  provisions  of 
S  2.12  and  Subpart  B  of  this  part. 

(g)  A  draft  of  a  final  f<^  additive, 
color  additive,  or  new  animal  drug  regu¬ 
lation  or  a  proposed  or  final  antibiotic 
regulation  may  be  furnished  to  the  peti¬ 
tioner  for  comment  on  the  technical 
accimacy  of  such  regulation.  Every  meet¬ 
ing  with  a  petitioner  relating  to  such  a 
draft  shall  be  recorded  in  a  written 
memorandum,  and  all  such  memoranda 
and  correspondence  shall  be  filed  with 
the  Hearing  Clerk  as  part  of  the  ad¬ 
ministrative  record  of  the  regulation, 
pursuant  to  the  provisions  of  §  2.15. 

(h)  Pursuant  to  42  U.S.C.  263f,  the 
Commissioner  is  required  to  consult  with 
Interested  persons  in  the  development 
of,  and  with  the  Technical  Electronic 
Product  Radiation  Safety  Standards 
Committee  (TEPRSSC)  before  prescrib¬ 
ing,  any  performance  standard  for  an 
electronic  product.  Accordingly,  the 
Commissioner  shall  publish  in  the  Fed¬ 
eral  Register  an  annoimcement  when  a 
proposed  or  final  performance  standard. 
Including  any  amendment  thereof,  is 
being  considered  for  an  electronic  prod¬ 
uct,  and  thereafter  any  draft  of  any 


such  document  shall  be  fuimished  to  any 
interested  person  upon  request  and  may 
be  discussed  In  detail  with  any  interested 
person  at  any  time. 

(i)  The  provisions  of  §  2.15  shall  apply 
to  meetings  and  correspondence  relating 
to  draft  Federal  Register  notices  and 
regulations. 

(j)  The  provisicms  of  this  section  re¬ 
stricting  discussion  and  disclosure  of 
draft  Federal  Register  notices  and  reg¬ 
ulations  shall  not  apply  to  those  situa¬ 
tions  covered  by  §§  4.83  through  4.89  of 
this  chapter. 

§2.19  Advisory  opinions. 

(a)  Any  person  may  request  an  ad- 
visoiT  opinion  from  toe  Commissioner 
with  respect  to  any  matter  of  general 
applicability  in  which  he  is  interested. 

(1)  Such  request  shall  be  granted 
whenever  feasible. 

(2)  Such  request  may  be  denied  if  any 
of  toe  following  apply: 

(i)  The  request  contains  incomplete 
information  on  which  to  base  an  in¬ 
formed  advisory  opinion. 

(ii)  The  Commissioner  concludes  that 
an  advisory  opinion  cannot  reasonably 
be  given  on  toe  matter  involved. 

(iii)  The  matter  is  adequately  covered 
by  a  prior  advisory  opinion  or  a  regu¬ 
lation. 

(iv)  The  request  covers  a  particular 
product  or  ingredient  or  label  and  does 
not  raise  a  policy  issue  of  broad  appli¬ 
cability. 

(v)  The  Commissioner  otherwise  con¬ 
cludes,  in  his  discretion,  that  an  advisory 
opinion  would  not  be  in  toe  public 
interest. 

(b)  A  request  for  an  advisory  opinion 
shall  be  submitted  in  accordance  with 
§  2.5,  shall  be  subject  to  toe  provisions 
of  §  2.7(c)  through  (1),  and  shall  be  in 
toe  following  form: 


(Date) 

Hearing  Clerk,  Food  and  Drug  Administra¬ 
tion,  Department  of  Health,  Education, 

and  Welfare,  Rm.  4-65,  5600  Fishers  Lane, 

BockvUle,  MD  20857 

Request  for  Advisory  Opinion 

The  undersigned  submits  this  request  for 
an  advisory  opini<m  the  Commissioner  of 

Pood  and  Drugs  with  respect  to _ 

(the  general  nature  of  the  matter  Involved). 

A.  Issues  Involved. 

(A  concise  statement  of  the  Issues  and 
questions  on  which  an  opinion  is  requested.) 

B.  Statement  of  Facts  and  Law. 

(A  full  statement  of  all  facts  and  legal 
points  relevant  to  the  request.) 

The  undersigned  certifies  that,  to  the  best 
of  his  knowledge  and  belief,  this  request  In¬ 
cludes  all  data.  Information,  and  views  rele¬ 
vant  to  the  matter,  whether  favorable  or  un¬ 
favorable  to  the  position  of  the  undersigned, 
which  is  the  subject  of  the  request. 

Very  truly  yours. 


(Signature) 


(Person  making 
request) 


(MaUing  address) 


(Telephone  number) 
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jc)  The  Commissioner  may.  In  his  dis¬ 
cretion,  handle  any  oral  or  writtoi  re¬ 
quest  to  the  agency  as  a  request  for  an 
advisory  opinion.  In  which  case  the  re¬ 
quest  shall  be  filed  with  the  Hearing 
Clerk  and  shall  be  subject  to  the  provi¬ 
sions  of  this  section. 

(d)  Any  statement  of  policy  or  inter¬ 
pretation  made  in  any  of  the  following 
documents,  unless  subsequently  r^udi- 
ated  by  the  agency  or  overruled  by  a 
court,  shall  constitute  an  advisory 
opinion: 

(1)  Any  portion  of  a  Federal  Register 
notice  other  than  the  text  of  a  proposed 
or  final  regulation,  e.g.,  a  notice  to  man¬ 
ufacturers  or  a  preamble  to  a  proposed  or 
final  regulation. 

(2)  Trade  Correspondence  (T.C.  Nos. 
1-431  and  1A-8A  issued  by  the  Pood  and 
Drug  Administration  between  1938  and 
1946. 

(3)  Compliance  Policy  Guides  issued 
by  the  Po^  and  Drug  Administration 
beginning  in  1968  and  codified  in  the 
Compliance  Policy  Guides  manuaL 

(4)  Other  documents  specifically  iden¬ 
tified  as  advisory  opinions,  e.g.,  advisory 
opinions  on  the  performance  standard 
for  diagnostic  x-ray  systems,  issued  prior 
to  Jvdy  1,  1975,  and  filed  in  a  permanent 
public  file  for  such  prior  advisory  (pin¬ 
ions  maintained  in  the  Public  Records 
and  Documents  Center. 

(5)  Guidelines  issued  by  the  Pood  and 
Drug  Administration  pursuant  to  §  2.20 
(b). 

(e)  An  advisory  opinion  represents  the 
formal  position  of  the  Pood  and  Drug 
Administration  on  the  matter  Involved, 
and  exc^t  as  provided  in  paragraph  (f) 
of  this  section  obligates  the  agency  to  fol¬ 
low  it  until  it  is  amended  or  revoked.  The 
Commissioner  shall  not  recommend  legal 
action  against  any  person  or  product 
with  respect  to  any  action  taken  in  con¬ 
formity  with  an  advisory  opinion  which 
has  not  been  amended  or  revoked. 

(f)  In  unusual  sltuatlcms  Involving  an 
Immediate  and  significant  danger  to 
health,  the  Commissioner  may  take  ap¬ 
propriate  civil  enforcement  action  con¬ 
trary  to  an  advisory  opinion  issued  pur¬ 
suant  to  this  section  prior  to  amending 
or  revoking  such  advisory  opinion  as  pro¬ 
vided  in  paragraph  (g)  of  this  sectl(m. 
Such  action  shall  be  taken  only  with  the 
approval  of  the  Commissioner,  which 
may  not  be  delegated.  Appropriate 
amendment  or  revocation  of  the  advisory 
opinion  Involved  shall  be  ^cpedited. 

(g)  An  advisory  opinion  may  be 
amended  or  revoked  at  any  time  after  it 
has  been  issued.  Notice  of  such  amend¬ 
ment  or  revocation  shall  be  given  in  the 
same  manner  in  which  notice  was  orig¬ 
inally  given  of  the  advisory  opinion  or 
in  the  Federal  Register,  and  in  any 
event  shall  be  placed  on  public  display 
as  part  of  the  ^e  on  the  matter  in  the 
office  of  the  Hearing  Clerk.  The  Hearing 
Clerk  shall  maintain  a  separate  chnxio- 
loglcal  index  of  all  advisory  (Hiinlons 
filed.  The  index  shall  specify  the  date  of 
the  request  for  the  advisory  opinion,  the 
date  of  the  (v>inlon,  and  Identificatlcm  of 
the  appropriate  file. 


(h)  Action  undertaken  or  completed 
in  conformity  with  an  advisory  opin¬ 
ion  issued  pursuant  to  this  paragraph 
which  has  subsequently  been  amended  or 
revoked  shall  remain  acceptable  to  the 
Food  and  Drug  Administration  unless  the 
Commissioner  determines  that  substan¬ 
tial  public  interest  considerations  pre¬ 
clude  such  continued  acceptance.  When¬ 
ever  possible,  an  amended  or  revoked  ad¬ 
visory  opinion  shall  state  when  it  has 
been  determined  that  action  previously 
imdertaken  or  completed  in  conformity 
with  a  prior  advisory  opinion  does  not 
remain  acceptable,  and  any  transition 
period  that  may  be  applicable. 

(i)  Any  interested  perscm  may  submit 
written  comments  on  an  advisory  opin¬ 
ion  or  modified  advisory  opinlim.  Three 
copies  of  any  ccxnments  shall  be  sent  to 
the  Hearing  Clerk  for  inclusicm  in  the 
public  file  on  the  advisory  opinion.  Indi¬ 
viduals  may  submit  only  one  copy.  Such 
comments  shall  be  ccmsidered  in  deter¬ 
mining  whether  further  modification  of 
an  advisory  opinion  is  warranted. 

(j)  An  advisory  (pinion  may  be  used  in 
administrative  or  coUrt  proceedings  to 
illustrate  acceptable  and  unacceptable 
iHDcedures  or  standards,  but  not  as  a 
legal  requirement. 

(k)  A  statement  made  or  advice  pro¬ 
vided  by  an  employee  of  the  Pood  and 
Drug  Administration  shall  ccmstltute  an 
advisory  opinion  only  if  it  is  issued  in 
writing  pursuant  to  this  section.  A  state¬ 
ment  or  advice  given  by  a  Pood  and  Drug 
Administration  employee  orally,  or  given 
in  writing  but  not  pursuant  to  this  sec¬ 
tion  or  §  2.20,  is  an  informal  communi¬ 
cation  that  represents  the  best  Judgmoit 
of  that  employee  at  that  time  but  does 
not  constitute  an  advisory  opinion,  does 
not  necessarily  represent  the  formal  posi¬ 
tion  of  the  Pood  and  Drug  Administra¬ 
tion,  and  thus  does  not  bind  or  otherwise 
oUigate  or  commit  the  agency  to  the 
views  expressed. 

§  2,20  Food  and  Drug  Administration 
regulations,  guidelines,  recommenda¬ 
tions,  and  agreements. 

(a)  Regulations.  All  Food  and  Ehnig 
Administration  regulations  having  gen¬ 
eral  apidicabillty  and  legal  effect  shall 
be  pixxnulgated  in  the  Federal  Register 
pursuant  to  S  2.10  or  §  2.12  and  codified 
in  the  Code  of  Federal  Regulations. 
Regulations  may  contain  provisions 
which  will  be  enforced  as  legal  require¬ 
ments,  or  which  are  intended  only  as 
guiddines  and  rectxnm^datltms,  or  boUL 
TTie  dissemination  of  draft  notices  and 
regulations  shall  be  subject  to  the  pro¬ 
visions  of  S  2.18. 

(b)  Guidelines.  All  Pood  and  Drug  Ad¬ 
ministration  guidelines  having  general 
applicability  shall  be  included  in  the 
public  file  of  guidelines  established  by 
the  Hearing  Clerk,  pursuant  to  this  para¬ 
graph,  tmless  they  have  been  published 
in  the  Federal  Register  as  regulations 
pursuant  to  paragraph  (a)  of  this  sec¬ 
tion. 

(1)  Guidelines  establish  principles  or 
practices  of  general  applicability  and  do 
not  include  decisions  or  advice  limited 


to  particular  situations.  Guidelines  re¬ 
late  to  such  matters  as  performance 
characteristics,  preclinical  and  clinical 
test  procedures,  manufacturing  prac¬ 
tices,  product  standards,  scientific  pro¬ 
tocols,  compliance  criteria,  ingredient 
specifications,  labeling,  or  other  tech¬ 
nical  or  policy  criteria.  Guidelines  state 
procedures  or  standards  of  general  ap¬ 
plicability  that  are  not  legal  require¬ 
ments  but  that  are  acceptable  to  the 
Food  and  Drug  Administration  for  a  sub¬ 
ject  matter  which  falls  within  the  laws 
administered  by  the  CommissiMier,  e.g., 
a  protocol  for  a  particular  type  of  animal 
toxicity  test  or  hiynan  clinical  trial. 

(1)  A  iierson  may  rely  upon  a  guideline 
with  assurance  that  it  is  acceptable  to 
the  Food  and  Drug  Administration,  or 
may  folow  different  procedures  or 
standards.  Where  a  person  chooses  to 
use  different  procedures  or  standards,  he 
may,  but  is  in  no  instance  required  to, 
discuss  the  matter  in  advance  with  the 
Pood  and  Drug  Administration  to  pre¬ 
vent  the  expenditure  of  money  and  ef¬ 
fort  on  activity  that  may  later  be  deter¬ 
mined  to  be  imacceptable. 

(ii)  Use  of  testing  guidelines  estab¬ 
lished  by  the  Food  and  Drug  Adminis¬ 
tration  assures  acceptance  of  a  test  as 
scientifically  valid,  if  properly  con¬ 
ducted,  but  does  not  assure  approval  of 
any  ingredient  or  product  so  tested.  The 
results  of  any  such  test  or  other  available 
information  may  require  disapproval  or 
that  additional  testing  be  undertaken. 

(2)  A  guideline  represents  the  formal 
position  of  the  Food  and  Drug  Adminis¬ 
tration  on  the  matter  involved,  and  ex¬ 
cept  as  provided  in  paragraph  (b)  (3)  of 
this  section,  obligates  the  agency  to  fol¬ 
low  it  imtil  it  is  amended  or  revoked. 
The  Commissioner  'shall  not  recommend 
legal  action  against  any  person  or  prod¬ 
uct  with  respect  to  any  action  taken  in 
conformity  with  a  guideline  issued  pur¬ 
suant  to  this  section  that  has  not  been 
amended  or  revoked. 

(3)  In  unusual  situations  involving  an 
Immediate  and  significant  danger  to 
health,  the  Commissioner  may  take  ap¬ 
propriate  civil  enforcement  action  con¬ 
trail  to  a  guideline  issued  pursuant  to 
paragraph  (b)  of  this  section  prior  to 
amending  or  revoking  such  guideline  as 
provided  in  paragraph  (b)(5)  of  this 
section.  Such  action  shall  be  taken  only 
with  the  approval  of  the  Commi'ssioner, 
which  may  not  be  delegated.  Appropri¬ 
ate  amendment  or  revocation  of  the 
guideline  involved  shall  be  expedited. 

(4)  A  guideline  shall  be  included  in 
the  public  file  upon  approval  of  the 
guideline  by  the  relevant  bureau  dire^*- 
tor  and  publication  by  the  Commissioner 
In  the  Federal  Register  of  a  notice  of 
its  availability.  The  notice  shall  state  (i) 
the  title  of  the  guideline,  (ii)  the  subject 
matter  it  covers,  and  (ill)  the  office  or 
Individual  responsible  for  maintaining 
the  guideline. 

(5)  A  guideline  may  be  amended  or  re¬ 
voked  upcm  approval  of  the  amended 
guideline  or  revocation  of  the  guideline 
by  the  relevant  bureau  director  and 
publication  by  the  Ccunmlssioner  In  the 
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Federal  Register  of  a  notice  of  such 
amendment  or  revocation.  The  notice 
shall  state  (i)  the  title  of  the  guideline, 
<ii)  the  subject  matter  it  covers,  and 
<iii)  the  office  or  individual  responsible 
for  maintaining  the  guideline.  All  origi¬ 
nal  guideUnes  and  subsequent  amend¬ 
ments  shall  be  retained  in  the  public  file 
on  a  permanent  basis  so  that  a  complete 
record  of  the  development  of  each  guide¬ 
line  remains  available. 

(6)  Action  undertaken  or  completed 
in  conformity  with  a  guideline  issued 
pursuant  to  paragraph  (b)  of  this  sec¬ 
tion  which*  has  subsequently  been 
amended  or  revoked  shall  remain  ac¬ 
ceptable  to  the  Pood 'and  Drug  Admin- 
istiation  unless  the  Commissioner  de¬ 
termines  that  substantial  public  inter¬ 
est  considerations  preclude  such  con¬ 
tinued  acceptance.  Such  determination 
may  be  made  at  the  time  of  or  subse¬ 
quent  to  amendment  or  revocation  of  the 
guideline.  Whenever  possible,  the  notice 
'of  an  amended  or  revoked  guideline  pub¬ 
lished  pursuant  to  paragraph  (b)  (3)  of 
this  section  shall  state  when  it  has  been 
determined  that  action  previously  imder- 
taken  or  completed  in  conformity  with  a 
prior  guideline  does  not  remain  accept¬ 
able,  and  any  transition  period  that  may 
be  ai^licable. 

<7)  The  notice  of  a  guideline  or 
amended  or  revoked  guideline  published 
pursuant  to  paragraph  (b)  (2)  or  (3) 
of  this  section  shall  state  that  any  in¬ 
terested  person  may  submit  written  com¬ 
ments  cm  the  guideline  or  amended 
guideline.  Two  copies  of  any  comments 
shall  be  sent  to  ^e  Public  Records  and 
Dcxjuments  Center  for  inclusion  in  the 
public  file  on  the  guideline  and  two  cop¬ 
ies  shall  be  sent  to  the  office  or  individual 
designated  in  the  notice  as  responsible 
for  maintaining  the  guideline.  Such  com¬ 
ments  shall  be  considered  in  determining 
whether  further  amendments  to  or  re- 
Instltution  of  a  guideline  are  warranted. 

(8)  A  guideline  may  be  used  in  admin¬ 
istrative  or  court  proceedings  to  illustrate 
acceptable  and  imacceptable  procedures 
or  standards,  but  not  as  establi^ing  a 
legal  requirement, 

(9)  A  statement  relating  to  acceptable 
procedures  or  standards  given  by  a  Focxi 
and  Drug  Administration  employee 
orally,  or  in  writing  but  not  pursuant  to 
S  2.19  or  this  section,  is  an  informal 
communication  that  represents  the  best 
judgment  of  that  employee  at  that  time 
but  does  not  constitute  a  guideline,  does 
not  necessarily  represent  the  formal 
position  of  the  Pocxi  and  Drug  Admin¬ 
istration,  and  thus  does  not  bind  or 
otherwise  obligate  the  agency  to  the 
views  expressed. 


(10)  Because  of  the  large  number  of 
analytical  methods  involved  in  Food  and  ' 
Drug  Administration  activities,  their 
length  and- complexity,  and  the  volume 
and  frequency  of  amendment,  the  provi¬ 
sions  of  paragraph  (b)  (4)  of  this  sec¬ 
tion  shall  not  apply  to  such  material 
except  to  the  extent  that  the  Commis¬ 
sioner  concludes,  in  his  discretion,  that 
particular  analytical  methods  should  be 
included  in  the  public  file  for  a  particu¬ 
lar  purpose.  FVx>d  and  Drug  Administra¬ 
tion  analytical  methods  are  available  for 
public  disclosure  pursuant  to  the  provi¬ 
sions  of  Part  4  of  this  chapter. 

(11)  The  dissemination  of  draft  guide¬ 
lines  shall  be  subject  to  the  same  provi¬ 
sions  as  the  dissemination  of  draft  no¬ 
tices  and  regulations  pursuant  to  §  2.18. 

(c)  Recommendations.  In  addition  to 
the  guidelines  subject  to  paragraph  (b) 
of  this  section,  the  Pood  and  Drug  Ad- 
ministraftion  often  formulates  and  dis¬ 
seminates  recommendations  about  mat¬ 
ters  which  are  authorized  by,  but  do  not 
involve  direct  regulatory  action  under, 
the  laws  administered  by  the  Commis¬ 
sioner,  e.g.,  model  state  and  local  ordi¬ 
nances,  or  personnel  practices  for  reduc¬ 
ing  radiation  exposure,  issued  pursuant 
to  42  U.S,C.  243  and  263d  (b) .  Such  rec¬ 
ommendations  may,  in  the  discretion  of 
the  Commissioner,  be  handled  pursuant 
to  the  procedures  established  in  para¬ 
graph  (b)  of  this  section,  except  that 
such  recommendations  shidl  be  included 
in  a  separate  public  file  of  recommenda¬ 
tions  established  by  the  Public  Records 
and  Documents  Center  and  shall  be  sep¬ 
arated  from  the  guidelines  in  the  notice 
of  availability  published  in  the  Federal 
Register,  or  be  published  in  the  Federal 
Register  as  regulations  pursuant  to 
paragraph  (a)  of  this  section.  * 

(d)  Agreements.  All  formal  agree¬ 
ments,  memoranda  of  understanding,  or 
other  similar  written  documents  exe¬ 
cuted  by  the  Food  and  Drug  Administra¬ 
tion  and  another  person  shall  be  included 
in  the  public  file  on  agreements  estab¬ 
lished  by  the  Public  Records  and  Docu¬ 
ments  Center  pursuant  to  S  4.108  of  this 
chapter.  Any  such  document  not  included 
in  the  public  file  shall  be  deemed  to  be 
rescinded  and  shall  have  no  force  or 
effect  whatever. 

§  2.21  Parliripation  in  outside  standard- 
setting  activitie.s. 

(a)  General.  This  section  applies  to 
participation  by  Pood  and  Drug  Admin¬ 
istration  employees  in  any  standard¬ 
setting  activities  outside  the  Food  and 
Drug  Administration.  Standard-setting 
activities  include  such  matters  as  the 
development  of  performance  character¬ 


istics,  testing  methodology,  manufactur¬ 
ing  practices,  product  standards,  scien¬ 
tific  protocols,  compliance  criteria,  in¬ 
gredient  specifications,  labeling,  or  other 
technical  or  policy  criteria.  The  Pood 
a^d  Drug  Administration  encourages 
employee  participation  in  outside  stand¬ 
ard-setting  activities  that  are  in  the  pub¬ 
lic  interest. 

(b)  Standard-setting  activities  by 
other  Federal  government  agencies.  (1) 
Any  Pood  and  Drug  Administration  em¬ 
ployee  may  participate  in  such  activities 
after  the  approval  by  the  appropriate 
bureau  director  or  the  Commissioner  of 
Form  PHS-3763  “Request  for  approval 
of  appointment  as  liaison  representa¬ 
tive.” 

(2)  The  Form  PHS-3763  and  all  per¬ 
tinent  background  information  describ¬ 
ing  such  activities  shall  be  Included  in 
the  public  file  on  standard-setting  activ¬ 
ities  established  in  the  Public  Records 
and  Documents  Center. 

(3)  If  any  members  of  the  public  are 
Invited  by  the  Food  and  Drug  Adminis¬ 
tration  to  present  views  to,  or  to  accom¬ 
pany,  the  Food  and  Drug  Administra¬ 
tion  employee  at  any  meeting,  such  invi¬ 
tations  shall  be  extended  to  a  representa¬ 
tive  sampling  of  the  public,  including 
consumer  groups.  Industry  associations, 
professional  societies,  and  academic 
institutions. 

(4)  A  Food  and  Drug  Administration 
employee  appointed  as  the  liaison  repre¬ 
sentative  to  such  an  activity  shall  refer 
all  requests  for  information  about  or  par¬ 
ticipation  in  the  activity  involved  to  the 
group  or  organization  responsible  for 
such  activity. 

(c)  Standard-setting  activities  by 
State  and  local  government  agencies  and 
by  United  Nations  organizations  and 
other  international  organizations  and 
foreign  governments  pursuant  to  treaty. 

(1)  Any  Food  and  Drug  Administration 
employee  may  participate  in  such  activi¬ 
ties  after  the  approval  by  the  appropri¬ 
ate  bureau  director  or  the  Commissioner 
of  Form  PHS-3763. 

(2)  The  Form  PHS-3763  and  all  perti¬ 
nent  background  information  describing 
such  activities  shall  be  Included  in  the 
public  file  on  standard -setting  activities 
established  in  the  Public  Records  and 
Documents  Center. 

(3)  The  availability  for  public  disclo¬ 
sure  of  records  relating  to  such  activities 
shall  be  governed  by  the  regulations  in 
Part  4  of  this  chapter. 

(4)  If  any  members  of  the  public  are 
Invited  by  the  Food  and  Drug  Adminis¬ 
tration  to  present  views  to,  or  to  accom¬ 
pany,  the  Food  and  Drug  Administration 
employee  at  any  meeting,  such  Invlta- 
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tions  shall  be  extended  to  a  representa¬ 
tive  sampling  of  the  public,  including 
consumer  groups,  industry  associations, 
professional  societies,  and  academic 
institutions. 

(5)  A  Food  and  Drug  Administration 
employee  appointed  as  the  liaison  repre¬ 
sentative  to  such  an  activity  shall  refer 
all  requests  for  information  about  or  par¬ 
ticipation  in  the  activity  involved  to  the 
group  or  organization  responsible  for 
such  activity. 

(d)  Standard-setting  activities  by  pri¬ 
vate  groups  and  organizations.  (1)  Any 
Pood  and  Drug  Administration  emoloyee 
may  engage  in  such  activities  af*  the 
approval  by  the  appropriate  burv  .  di¬ 
rector  or  the  Commissioner  of  Form 
PHS-3763.  A  request  for  such  official  par¬ 
ticipation  shall  be  made  by  the  group  or 
organization  in  writing,  shall  describe 
the  scope  of  the  activity  involved,  and 
shall  demonstrate  that  the  minimum 
standards  set  out  in  paragraph  (d)  (5)  of 
this  section  are  met  by  the  activity  in¬ 
volved.  Except  as  provided  in  paragraph 
(d)  (7)  of  this  section,  any  such  request 
that  is  granted  shall  be  the  subject  of  a 
letter  from  the  Commissioner  or  the  bu¬ 
reau  director  to  the  organization  stating: 

(1)  Whether  participation  by  the  indi¬ 
vidual  will  be  as  a  voting  or  nonvoting 
liaison  representative. 

(ii)  That  participation  by  the  indi¬ 
vidual  shall  not  connote  Pood  and  Drug 
Administration  agreement  with,  or  en¬ 
dorsement  of,  any  decisions  reached. 

(iii)  That  participation  by  the  individ¬ 
ual  disqualifies  him  from  serving  as  the 
deciding  official  on  the  standard  involved 
if  it  should  later  come  before  the  Pood 
and  Drug  Administration.  TTie  “deciding 
official”  is  the  person  who  signs  a  docu¬ 
ment  ruling  upon  such  standard. 

(2)  The  letter  requesting  official  Food 
and  Dnig  Administration  participation, 
the  Form  PHS-3763,  and  the  Commis¬ 
sioner’s  or  bureau  director’s  letter,  to¬ 
gether  with  all  pertinent  background  in¬ 
formation  describing  the  activities  in¬ 
volved,  shall  be  included  in  the  public 
file  on  standard-setting  activities  estab¬ 
lished  in  the  Public  Records  and  Docu¬ 
ments  Center. 

(3)  The  availability  for  public  disclo¬ 
sure  of  records  relating  to  such  activities 
shall  be  governed  by  the  regulations  in 
Part  4  of  this  chapter. 

(4)  A  Pood  and  Drug  Administration 
employee  appointed  as  the  liaison  repre¬ 
sentative  to  such  an  activity  shall  refer 
all  requests  for  information  about  or 
participation  in  the  activity  involved  to 
the  group  or  organization  responsible  for 
such  activity. 

(5)  The  following  minimiim  standards 
shall  apply  to  all  outside  private  stand¬ 
ard-setting  activities  in  which  Food  and 


Drug  Administration  employees  partici¬ 
pate. 

(i)  'The  activities' shall  be  based  upon 
consideration  of  sound  scientific  and 
technological  information,  shall  permit 
revision  on  the  basis  of  new  information, 
and  shall  be  designed  to  protect  the  pub¬ 
lic  against  xmsafe,  ineffective,  or  decep¬ 
tive  products  or  practices. 

(ii)  The  activities  and  resulting  stand¬ 
ards  shall  not  be  designed  for  the  eco¬ 
nomic  benefit  of  any  company,  group,  or 
organization,  shall  not  be  used  as  devices 
for  such  antitrust  violations  as  fixing 
prices^  or  hindering  competition,  and 
shall  hot  involve  establishment  of  cer¬ 
tification  or  specific  approval  of  indi¬ 
vidual  products  or  services.  - 

(iii)  The  group  or  organization  re¬ 
sponsible  for  the  standard-setting  ac¬ 
tivities  shall  have  a  procedure  through 
which  any  interested  person  shall  have 
an  opportunity  to  provide  information 
and  vie'RS  on  the  activities  and  standards 
involved,  without  the  payment  of  fees, 
and  such  information  and  views  shall 
be  considered.  The  manner  in  which  this 
is  accomplished,  including  whether  such 
presentation  shall  be  in  person  or  in 
writing,  shall  be  decided  by  the  group  or 
organization  responsible  for  the  activi¬ 
ties. 

(6)  Membership  of  a  Food  and  Drug 
Administration  employee  in  an  organiza¬ 
tion  that  also  conducts  standard-setting 
activities  does  not  invoke  the  provisions 
of  this  paragraph  unless  the  employee 
participates  in  such  standard-setting  ac¬ 
tivities.  Participation  in  any  standard¬ 
setting  activity  shall  be  subject  to  the 
provisions  of  this  paragraph. 

(7)  The  Commissioner  may  determine 
in  writing  that,  because  direct  involve¬ 
ment  by  the  Food  and  Drug  Administra¬ 
tion  in  a  particular  standard-setting 
activity  is  in  the  public  interest  and  will 
promote  the  objectives  of  the  act  and 
the  agency,  such  participation  shall  be 
exempt  from  the  requirements  set  forth 
in  paragraph  (d)  (1)  (ii)  and/or  (iii)  of 
this  section.  Any  such  determination 
shall  be  included  in  this  public  file  on 
standard-setting  activities  established 
by  the  Public  Records  and  Documents 
Center  and  in  any  relevant  administra¬ 
tive  file.  Such  activities  may  include  the 
establishment  and  validation  of  analyti¬ 
cal  meth(xis  for  regulatory  use,  drafting 
uniform  laws  and  regulations,  and  the 
development  of  recommendations  con¬ 
cerning  public  health  and  preventive 
medicine  practices  by  national  and  In¬ 
ternationa  organizations. 

(8)  Because  of  the  close  daily  coopera¬ 
tion  between  the  Pood  and  Drug  Admin¬ 
istration  and  the  associations  of  State 
and  local  government  officials  listed  be¬ 
low,  and  the  large  number  of  agency 
employees  who  are  members  of  or  work 


with  these  associations,  such  participa¬ 
tion  in  the  activities  of  these  associa¬ 
tions  shall  be  exempt  from  the  provi¬ 
sions  of  paragi-aphs  (d)(1)  through  (d) 
(7)  of  this  section,  except  that  a  list  of 
all  committees  and  other  groups  of  these 
associations  shall  be  included  in  the  pub¬ 
lic  file  on  standard-setting  activities 
established  in  the  Public  Recwds  and 
Documents  Center: 

(i)  Association  of  P’ood  and  Drug 
Officials. 

(ii)  International  Association  of  Milk, 
Pood  and  Environmental  Sanitarians. 
Inc. 

(iii)  Conference  of  Radiation  Control 
Program  Directors. 

(iv)  Association  of  American  Feed 
Control  Officials,  Inc. 

(V)  National  Environmental  Health 
Association. 

(vi)  National  Conference  on  Weights 
and  Measures. 

(vii)  American  Public  Healtli  Associ¬ 
ation. 

(viii)  Conference  of  State  Sanitary 
Engineers. 

(ix)  National  Conference  on  Inter¬ 
state  Milk  aiipments. 

(x)  National  Shellfish  Sanitation 
Program. 

(xi)  Interstate  Seafood  Seminar. 

(xii)  Association  of  Official  Analytical 
Chemists. 

§  2.22  Public  calendar. 

(a)  Prospective  public  calendar  of 
public  proceedings.  (DA  public  calendar 
shall  be  prepared  and  made  publicly 
available  each  week  showing,  to  the  ex¬ 
tent  feasible,  for  the  following  4  w'eeks 
all  public  meetings,  public  conferences, 
public  hearings,  public  advisory  commit¬ 
tee  meetings,  public  seminars,  and  other 
pubhc  pr(x;eedings  of  the  Food  and  Drug 
Administration,  and  other  significant 
public  events  involving  the  Pood  and 
Drug  Administration,  e.g.,  congressional 
hearings  and  trial  or  argument  of  court 
cases. 

( 2 )  A  copy  of  this  public  calendar  shall 
be  placed  on  public  display  in  the  follow¬ 
ing  places: 

(i)  Office  of  the  Hearing  Clerk. 

(ii)  Office  of  the  Assistant  Commis¬ 
sioner  for  Public  Affairs. 

(iii)  A  central  place  in  each  bureau. 

(iv)  A  central  place  in  each  field  office. 

(V)  A  central  place  at  the  National 

Center  for  Toxicological  Research. 

(b)  Retrospective  public  calendar  of 
meetings.  (1)  A  public  calendar  shall  be 
prepared  and  made  publicly  available 
each  week  showing  for  the  previous  week 
all  meetings  with  persons  outside  the 
Executive  Branch  of  the  Federal  Gov¬ 
ernment  and  other  significant  evMits  in¬ 
volving  the  representatives  of  the  Food 
and  Drug  Administration  designated 
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under  paragraph  (b)  (3)  of  this  section, 
except  that  telephone  conversations  shall 
be  included  on  an  optional  basis  and 
meetings  with  the  working  press,  except 
for  “house  organs”  (i.e.,  publications  of 
firms  that  manufacture  or  distribute  reg¬ 
ulated  products,  or  industry  associa¬ 
tions)  ,  and  with  on-site  contractors  shall 
not  be  included.  Meetings  with  members 
of  the  judiciary,  representatives  of  Con¬ 
gress,  or  staffs  of  congressional  commit¬ 
tees  shall  be  included  when  the  meeting 
relates  to  a  pending  court  case,  admin¬ 
istrative  hearing,  or  other  regulatory  ac¬ 
tion  or  decision  and  involves  more  than  a 
brief  description  of  the  matter. 

(2)  Such  calendar  shall  include  all 
meetings,  conferences,  seminars,  social 
events  sponsored  by  the  regulated  in¬ 
dustry,  and  speeches.  The  calendar  shall 
specify  the  date,  the  person  involved,  and 
the  subject  matter  involved.  Where  more 
than  one  Food  and  Drug  Administration 
representative  is  in  attendance,  only  the 
presiding  or  head  representative  shall  re¬ 
port  the  meeting  on  the  public  calendar. 
If  a  large  number  of  persons  are  in¬ 
volved,  the  name  of  each  need  not  be 
specified.  Meetings  the  existence  of  which 
would  prejudice  law  enforcement  activi¬ 
ties  (e.g.,  a  meeting  with  an  informant) 
or  invade  privacy  (e.g.,  a  meeting  with  a 
candidate  for  possible  employment  in  the 
Food  and  Drug  Administration)  shall  not 
be  reported. 

(3)  The  following  Food  and  Drug  Ad¬ 
ministration  representatives  and  their 
deputies  shall  be  subject  to  the  require¬ 
ments  of  paragraphs  (b)  (1)  and  (2)  of 
this  section; 

(i)  Commissioner  of  Food  and  Drugs. 

(ii)  Deputy  Commissioner. 

(iii)  Associate  Commissioners. 

(iv)  Assistant  Commissioners. 

(v)  Executive  Director  for  Regional 
Operations. 

(vi)  Director.  Office  of  Legislative 
Services. 

(vii)  Director,  National  Center  for 
Toxicological  Research. 

(viii)  Bureau  Directors. 

(ix)  Chief  Counsel  for  the  Food  and 
Drug  Administration,  or  any  representa¬ 
tive  of  his  office  attending  in  his  behalf. 

(4)  A  copy  of  this  public  calendar  shall 
be  placed  on  public  display  in  the  fol¬ 
lowing  places: 

(i)  Office  of  the  Hearing  Clerk. 

(ii)  Office  of  the  Assistant  Commis¬ 
sioner  for  Public  Affairs. 

(iii)  A  central  place  in  each  bureau. 

(iv)  A  central  place  in  each  field  office. 

(V)  A  central  place  at  the  National 

Center  for  Toxicological  Research. 

§  2.23  Reprosrntation  by  an  organiza* 
tion. 

(a)  An  organization  may  represent  its 
members  by  filing  petitions,  comments, 
and  objections,  and  otherwise  participat¬ 
ing  in  any  administrative  proceeding 
subject  to  this  part. 

(b)  Any  such  petitions,  comments,  ob¬ 
jections,  or  other  representations  by  an 
organization  shall  not  abridge  the  right 
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of  any  member  to  take  any  action  of  a 
similar  type  in  its  own  name. 

(c)  It  is  requested  that  each  organiza¬ 
tion  participating  in  Food  and  Drug  Ad¬ 
ministration  administrative  proceedings 
file  annually  a  current  list  of  all  of  the 
members  of  such  organization  with  the 
Hearing  Clerk  for  permanent  filing. 

(d)  The  filling  by  an  organization  of 
an  objection  or  request  for  hearing  pur¬ 
suant  to  §§  2.110  through  2.112  shall  not 
provide  to  any  member  any  legal  right 
with  respect  to  such  objection  or  re¬ 
quest  for  hearing  that  the  member  may 
exercise  in  its  own  name.  Any  member 
of  an  organization  wishing  to  so  file  an 
objection  or  request  for  a  hearing  to  ob¬ 
tain  legal  rights  thereunder  shall  do  so 
in  its  own  name. 

(e)  In  any  court  proceeding  in  which 
an  organization  participates,  the  Com¬ 
missioner  will  take  appropriate  legal 
measures  to  have  the  case  brought  or 
considered  as  a  class  action  or  otherwise 
as  binding  upon  all  members  of  the  orga¬ 
nization  except  those  specifically  ex¬ 
cluded  by  name  for  the  reason  that  the 
organization  does  not  represent  their 
views.  Regardless  whether  the  case  is 
brought  or  considered  as  a  class  action 
or  as  otherwise  binding  upon  all  members 
of  the  organization  except  those  specifi¬ 
cally  excluded  by  name,  the  Commis¬ 
sioner  will  take  the  position  in  any  sub¬ 
sequent  suit  involving  the  same  issues 
and  any  member  of  the  organization  that 
such  issues  are  precluded  from  further 
litigation  by  such  member  pursuant  to 
the  doctrines  of  colla\;eral  estoppel  or  res 
judicata. 

§  2.24  Settlement  proposal. 

At  any  time  in  the  course  of  any 
proceeding  subject  to  this  part,  any  per¬ 
son  may  propose  settlement  of  any  of  the 
issues  involved.  All  participants  in  any 
proceeding  shall  have  an  opportunity 
to  consider  any  proposed  settlement.  Un¬ 
accepted  proposals  of  settlement  and  re¬ 
lated  matteis,  e.g.,  proposed  stipulations 
not  agreed  to,  shall  not  be  admissible  in 
evidence  in  any  administrative  proceed¬ 
ing  of  the  Food  and  Drug  Administra¬ 
tion.  The  Pood  and  Drug  Administration 
will  oppose  the  admission  in  evidence  of 
any  such  information  in  any  court  pro- 
ceding  or  in  any  other  administrative 
proceeding. 

§  2.25  Waiver,  suspension,  or  modifi¬ 
cation  of  procedural  requirements. 

The  Commissioner  or  the  presiding  offi¬ 
cer,  with  respect  to  matters  pending 
before  him.  may  on  his  own  initiative  or 
at  the  request  of  any  participant  waive, 
suspend,  or  modify  any  provision  in  Sub¬ 
parts  B  through  P  of  this  part  applicable 
to  the  conduct  of  a  public  hearing  by  an¬ 
nouncement  at  the  hearing  or  by  notice 
in  advance  of  the  hearing,  if  he  deter¬ 
mines  that  no  participant  will  be  prej¬ 
udiced,  the  ends  of  justice  will  thereby 
be  served,  and  such  action  is  in  accord¬ 
ance  with  law. 


PART  6— ENVIRONMENTAL  IMPACT 
CONSIDERATIONS 

§  6.4  [Amended] 

4.  In  Part  6,  by  amending  §  6.4(a)  (2) 
to  change  the  reference  to  “§  2.121"  to 
read  “Subpart  B  of  Part  5”. 


PART  8— COLOR  ADDITIVES 

5.  In  Part  8,  by  revising  §  8.12  to  read 
as  follows: 

§8.12  .\d\i8ory  committee  on  the  ap¬ 
plicability  of  the  anticancer  clause. 

All  requests  for  and  procedures  gov¬ 
erning  any  advisory  committee  on  the 
anticancer  clause  shall  be  subject  to  the 
provisions  of  Subpart  D  of  Part  2,  and 
particularly  §§  2.360  through  2.364,  of 
this  chapter. 

§§8.13,8.14  [Revoked] 

6.  By  revoking  §§  8.13  and  8.14. 

7.  By  revising  §§  8.18  and  8.19  to  read 
as  follows; 

§  8.18  Petition  for  exemption  from  cer¬ 
tification. 

A  manufacturer,  packer,  or  distributor 
of  a  color  additive  or  color  additive  mix¬ 
ture  may  petition  for  an  exemption  from 
certification  pursuant  to  Part  2  of  this 
chapter.  Any  such  petition  shall  show 
why  such  certification  is  not  necessary 
for  the  protection  of  public  health. 

§  8.19  Procedure  for  objections  and 
hearings. 

(a)  Objections  and  hearings  relating 
to  color  additive  regulations  imder  sec¬ 
tions  706  (b)  and  (c)  of  the  act  shall  be 
governed  by  Part  2  of  this  chapter. 

(b)  The  fees  specified  in  §  8.50  shall 
be  applicable. 

§§8.20,8.21  [Revoked] 

8.  By  revoking  §§  8.20  and  8.21. 


PART  10 — DEFINITIONS  AND 
STANDARDS  FOR  FOOD 

9.  In  Part  10,  by  revising  §  10.2  to  read 
as  follows ; 

§  10.2  Proceelure  for  establishing  a  food 
standard. 

(a)  The  procedure  for  establishing  a 
food  standard  imder  section  401  of  the 
act  shall  be  governed  by  Part  2  of  this 
chapter. 

(b)  Any  petition  for  a  food  standard 
shall  show  that  the  proposal,  if  adopted, 
w'ould  promote  honesty  and  fair  d^ing 
in  the  interest  of  consumers. 

(c)  Any  petition  for  a  food  standard 
shall  assert  that  the  petitioner  commits 
himself  to  substantiate  the  information 
in  the  petition  by  evidence  in  a  public 
hearing,  if  such  a  hearing  becomes  nec¬ 
essary. 

(d)  If  a  petitioner  fails  to  appear,  or 
to  substantiate  the  information  in  his 
petition,  at  a  public  hearing  on  the  mat¬ 
ter,  the  C(»nmissioner  may  either  (1) 
withdraw  the  regulation  and  terminate 
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the  proceeding  or  (2)  if  he  concludes 
that  it  is  in  accordance  with  the  require¬ 
ments  of  section  401  of  the  act,  continue 
the  proceeding  and  introduce  evidence 
to  substantiate  such  information. 


PART  11— STANDARDS  OF  QUALITY  FOR 
FOODS  FOR  WHICH  THERE  ARE  NO 
STANDARDS  OF  IDENTITY 

10.  In  Part  11,  by  revising  §  11.1(e)  to 
read  as  follows: 

§11.1  General  principles. 

*  •  •  •  • 

(e)  The  Commissioner  of  Food  and 
Drugs,  either  on  his  own  initiative  or  on 
behalf  of  any  interested  person  who  has 
submitted  a  petition,  may  establish, 
amend,  or  repeal,  under  Subpart  B  of 
this  Part,  a  regulation  prescribing  a 
standard  of  quality  for  a  food  pursuant 
to  Part  2  of  this  chapter.  ' 


PART  80 — DEFINITIONS  AND  STANDARDS 
OF  IDENTITY  FOR  FOOD  FOR  SPECIAL 
DIETARY  USES 

11.  In  Part  80,  by  amending  §  80.1  (as 
published  in  the  Federal  Register  of 
October  19. 1976  (41  FR  46156) )  by  revis¬ 
ing  paragraph  (a)  (5)  to  read  as  follows: 

§  80.1  Dietary  supplements  of  vitamins 
and  minerals. 

*  •  •  •  * 

(a)  •  •  * 

(5)  Amendments  to  this  standard. 
Amendment  of  the  permissible  combina¬ 
tions  of  vitamins  and/or  minerals,  as 
established  in  paragraph  (b)  of  this 
section,  or  of  the  permitted  range  of  po¬ 
tency  for  any  vitamin(s)  or  mineral(s) 
in  a  dietary  supplement  as  established 
in  paragraph  (c)  of  this  section,  or  any 
other  amendments  to  this  section,  may  be 
proposed  by  the  Commissioner  of  Food 
and  Drugs  on  his  own  initiative  or  upon 
petition  by  an  interested  person  in  ac¬ 
cordance  with  the  procedure  set  forth  in 
Part  2  of  this  chapter.  Any  such  peti¬ 
tion  shall  show  that  such  amendment 
will  promote  honesty  and  fair  dealing  in 
the  interest  of  consumers. 

•  •  •  •  • 


PART  90— EMERGENCY  PERMIT  CONTROL 

12.  In  Part  90,  by  revising  S  90.2(a)  to 
read  as  follows: 

§  9().2  Establishment  of  req[uirements 
for  exemption  from  section  404  of 
the  act. 

(a)  Whenever  the  Commissioner  finds 
after  investigation  that  the  distribution 
in  interstate  commerce  of  any  class  of 
food  may,  by  reason  of  contamination 
with  mlcroorganisins  during  the  manu¬ 
facture,  processing,  or  packing  thereof 
in  any  locality,  be  injurious  to  health, 
and  that  such  injurious  nature  cannot 
be  adequately  determined  after  such 
articles  have  entered  Interestate  ccmi- 
merce,  he  shall  pnxnulgate  regulations 
in  Subpart  B  of  this  part  establishing 
requiranents  and  conditions  governing 
the  manufacture,  processing,  or  packing 


of  the  food  necessary  to  protect  the 
public  health.  Such  regulations  may  be 
proposed  by  the  Commissioner  on  his 
own  initiative  or  in  response  to  a  petition 
from  any  interested  person  pursuant  to 
Part  2  of  this  chapter. 

•  •  *  *  • 


PART  100 — NUTRITIONAL  QUALITY 
GUIDELINES  FOR  FOODS 

13.  In  Part  100,  by  revising  §  100.2  to 
read  as  follows: 

§  100.2  Petitions. 

The  Commissioner  of  Pood  and  Drugs, 
on  his  own  initiative,  on  the  advice  of  the 
National  Academy  of  Sciences  or  other 
experts,  or  on  behalf  of  any  interested 
person  who  has  submitted  a  petition, 
may  issue  a  proposal  to  issue,  amend,  or 
revoke  a  regulation  prescribing  a  nutri¬ 
tional  quality  guideline  for  a  class  of 
foods,  pursuant  to  Part  2  of  this  chapter. 


PART  102— COMMON  OR  USUAL 
NAMES  FOR  NONSTANDARDIZED  FOODS 

14.  In  Part  102,  by  revising  §  102.2  to 
read  as  follows: 

§  102.2  Petitions. 

(a)  The  Commissioner  of  Pood  and 
Drugs,  either  on  his  own  initiative  or  on 
behalf  of  any  interested  person  who  has 
submitted  a  petition,  may  publish  a  pro¬ 
posal  to  issue,  amend,  or  revoke,  vmder 
Subpart  B  of  this  Part,  a  regtilation  pre¬ 
scribing  a  common  or  usual  name  for  a 
food,  pursuant  to  Part  2  of  this  chapter. 

(b)  If  the  principal  display  panel  of 
a  food  for  which  a  common  or  usual 
name  regulation  is  established  is  too 
small  to  accommodate  all  mandatory  re¬ 
quirements.  the  Commissioner  may  es¬ 
tablish  by  regulation  an  acceptable  al¬ 
ternative,  e.g.,  a  smaller  type  size.  A 
petition  requesting  such  a  regulation, 
which  would  amend  the  applicable  regu¬ 
lation,  shall  be  submitted  pursuant  to 
Part  2  of  this  chapter. 


PART  121— FOOD  ADDITIVES 

15.  In  Part  121,  by  revising  the  intro¬ 
ductory  text  of  §  121.40(c)  (1)  to  read  as 
follows: 

§  121.40  .Affirmation  of  generally  recog¬ 
nized  as  safe  (GRAS)  status. 

•  •  •  •  • 

(c)  (1)  Persons  seeking  the  affirmation 
of  GRAS  status  of  substances  as  provided 
for  in  §  121.3(e) ,  except  those  subject  to 
•the  NAS-NRC  GRAS  list  survey  (36  FR 
20546) ,  shall  submit  a  petition  for  GRAS 
affirmation  pursuant  to  Part  2  of  this 
chapter.  Such  petition  shall  contain  in¬ 
formation  to  establish  that  the  GRAS 
criteria  as  set  forth  in  S  121.3(b)  have 
been  met,  in  the  following  form : 

«  •  •  •  • 

16.  By  revising  S  121.4(b)  (1)  to  read 
as  follows: 

§  121.41  Determination  of  food  additive 
status. 


(b)  (1)  The  Commissioner,  on  his  own 
initiative  or  on  the  petition  of  any  in¬ 
terested  person,  pursuant  to  Part  2  of 
this  chapter,  may  issue  a  notice  in  the 
Federal  Register  proposing  to  determine 
that  a  substance  is  not  GRAS  and  is  a 
food  additive  subject  to  section  409  of 
the  act.  Any  petition  shall  include  all 
relevant  data  and  information  of  the 
type  described  in  §  121.74(b) .  The  Com¬ 
missioner  will  place  all  of  the  data  and 
information  on  which  he  relies  on  public 
file  in  the  office  of  the  Hearing  (^ei^  and 
will  include  in  the  Federal  Register 
notice  the  name  of  the  substance,  its 
known  uses,  and  a  summary  of  the  basis 
for  the  determination. 

•  #  •  •  ♦ 

17.  By  revising  §  121.55  to  resid  as 
follows: 

§  121.55  Procedure  for  objections  and 
hearings. 

Objections  and  hecuings  relating  to 
food  additive  regulations  under  section 
409  (c),  (d),  or  (h)  of  the  act  shall  be 
governed  by  Part  2  of  this  chapter. 

§§  121.56,  121.57,  121.58,  121.59, 

121.60,  121.61,  121.62,  121.63, 

121.M,  121.65,  121.66,  121.67, 

121.68  121.69,  121.70,  124.71, 

121.73  [Revoked] 

18.  By  reveling  §§  121.56,  121.57, 

121.58,  121.59,  121.60,  121.61,  121.62, 
121.63,  121.64,  121.65,  121.66,  121.67, 
121.68,  121.69,  121.70,  121.71,  and  121.73. 

19.  By  revising  §  121.72(b)  to  read  as 
follows: 

§  121.72  Adoption  of  regulation  on  ini¬ 
tiative  of  Commissioner. 

•  •  «  •  • 

(b)  Action  upon  a  proposal  made  by 
the  Commissioner  shall  proceed  as  pro¬ 
vided  in  PM-t  2  of  this  chapter. 

20.  By  revising  §  121.74  to  read  as 
follows: 

§  121.74  Procedure  for  amending  and 
repealing  tolerances  or  exemptions 
from  tolerances. 

(a)  The  Commissioner,  on  his  own  ini¬ 
tiative  or  on  the  petition  of  any  inter¬ 
ested  person,  pursuant  to  Part  2  of  this 
chapter,  may  propose  the  issuance  of  a 
rosulation  amend^  or  repealing  a  regu¬ 
lation  pertaining  to  a  food  additive  or 
granting  or  repealing  an  exception  for 
such  additive. 

(b)  Any  such  petition  shall  include  an  • 
assertion  of  facts,  supported  by  data, 
showing  that  new  information  exists  with 
respect  to  the  food  additive  or  that  new 
uses  have  been  developed  or  old  uses 
abandoned,  that  new  data  are  available 
as  to  toxicity  of  the  chemical,  or  that 
experience  with  the  existing  regulation 
or  exemption  may  justify  its  amendm^t 
or  repeal.  New  data  shall  be  fiumished  in 
the  form  specified  in  §  121.51  for  sub¬ 
mitting  petitions. 

21.  By  revising  the  introductory  text 
of  §  121.4000(c)  to  read  as  follows: 

§  121.4000  (General. 

•  •  •  •  • 

(c)  The  Commissioner,  on  his  own  ini¬ 
tiative  or  on  the  petition  of  any  inter- 
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ested  person,  pursuant  to  Part  2  of  this 
chapter,  may  propose  an  interim  food 
additive  regulation.  A  final  order  promul¬ 
gating  an  interim  food  additive  regula¬ 
tion  shall  provide  that  continued  use  of 
the  substance  in  food  is  subject  to  each 
of  the  following  conditions: 

***** 


PART  310— NEW  DRUGS 

22.  In  Part  310,  by  revising  §  310.200 

(b)  to  read  as  follows: 

§  310.200  Prescriplion-oxemplion  pro¬ 
cedure. 

***** 

(b)  Prescription-exemption  procedure 
for  drugs  limited  by  a  new  drug  applica¬ 
tion.  Any  drug  limited  to  prescription 
use  under  section  503(b)(1)(C)  of  the 
act  shall  be  exempted  from  prescrip¬ 
tion-dispensing  requirements  when  the 
Commissioner  finds  such  requirements 
are  not  necessary  for  the  protection  of 
the  public  health  by  reason  of  the  drug’s 
toxicity  or  other  potentiality  for  harm¬ 
ful  effect,  or  the  method  of  its  use,  or  the 
collateral  measures  necessary  to  its  use, 
and  he  finds  that  the  drug  is  safe  and 
effective  for  use  in  self-medication  as 
directed  in  proposed  labeling.  A  proposal 
to  exempt  a  drug  from  the  prescription¬ 
dispensing  requirements  of  section 
503(b)  (1)  (C)  of  the  act  may  be  initiated 
by  the  Commissioner  or  by  any  inter¬ 
ested  person.  Any  interested  person  may 
file  a  petition  seeking  such  exemption, 
which  petition  may  be  pursuant  to  Part 
2  of  this  chapter,  or  in  the  form  of  a 
supplement  to  an  approved  new  drug 
application. 

***:?* 

23.  By  revising  §  310.303(b)  to  read  as 
follows: 

§  310.303  Continuation  of  long  term 
studies,  records,  and  reports  on  cer¬ 
tain  drugs  for  which  new  drug  appli¬ 
cations  have  been  approved. 
***** 

(b)  A  proposal  to  require  additional 
or  continued  studies  with  a  drug  for 
which  a  new  drug  application  has  been 
approved  may  be  made  by  the  Commis¬ 
sioner  on  his  own  initiative  or  on  the 
petition  of  any  interested  person,  pur¬ 
suant  to  Part  2  of  this  chapter.  Prior  to 
issuance  of  such  a  proposal,  the  appli¬ 
cant  will  be  provided  an  opportunity  for 
a  conference  with  representatives  of  the 
Food  and  Drug  Administration.  When 
appropriate,  investigators  or  other  in¬ 
dividuals  may  be  invited  to  participate 
in  the  conference.  All  requirements  for 
special  studies,  records,  and  reports  will 
be  published  in  §  310.304. 


PART  314 — NEW  DRUG  APPLICATIONS 

24.  In  Part  314,  by  revising  the  intro¬ 
ductory  paragraph  of  §  314.115  to  read  as 
follows: 

§  314.115  Withdrawal  of  approval  of  an 
application. 

The  Commissioner  shall  notify  the 
person  holding  an  approved  new  drug 
application,  and  all  other  persons  who 


manufacture  or  distribute  identical,  re¬ 
lated,  or  similar  drug  products  as  defined 
in  §  310.6  of  this  chapter,  and  afford  an 
opportunity  for  a  hearing  on  a  proposal 
to  withdraw  approval  of  the  application 
as  provided  in  section  505(e)  of  the  act 
and  in  accordance  with  the  procedure  in 
§§314.200  and  314.201,  if: 

***** 

25.  By  revising  §  314.200  to  read  as 
follows: 

§  314.200  INotiee  of  opportunity  for 
hearing;  notice  of  participation  and 
request  for  hearing;  grant  or  denial 
of  hearing. 

(a)  The  notice  to  the  applicant,  and 
to  all  other  persons  who  manufacture  or 
distribute  identical,  related,  or  similar 
drug  products  as  defined  in  §  310.6  of  this 
chapter,  of  an  opportunity  for  a  hearing 
on  a  proposal  by  the  Director  of  the 
Bureau  of  Drugs  to  refuse  to  approve  an 
application  or  to  withdraw  the  approval 
of  an  application  will  state  the  reasons 
for  his  action  and  the  grounds  upon 
which  he  proposes  to  issue  his  order. 

(1)  Such  notice  may  be  general  (i.e., 
simply  summarizing  in  a  general  way  the 
information  resulting  in  the  notice)  or 
specific  (i.e.,  either  referring  to  specific 
requirements  in  the  statute  and  regula¬ 
tions  with  which  there  is  a  lack  of  com¬ 
pliance,  or  providing  a  detailed  descrip¬ 
tion  and  analysis  of  the  specific  facts 
resulting  in  the  notice) . 

(2)  The  notice  will  be  published  in  the 
Federal  Register  and  will  state  that  the 
applicant,  and  other  persons  subject  to 
the  notice  pursuant  to  §  310.6  of  this 
chapter,  has  30  days  after  the  date  of 
publication  of  the  notice  within  which  he 
is  required  to  file  a  written  notice  of  par¬ 
ticipation  and  request  for  hearing  if  he 
elects  to  avail  himself  of  the  opportunity 
for  a  hearing.  The  failure  to  file  such  a 
written  notice  of  participation  and  re¬ 
quest  for  hearing  within  that  30  days 
constitutes  an  election  by  the  applicant, 
and  other  persons  subject  to  the  notice 
pursuant  to  §  310.6  of  this  chapter,  not  to 
avail  himself  of  the  opportunity  for  a 
hearing. 

(3)  It  is  the  resixmsibility  of  every 
manufacturer  or  distributor  of  a  drug 
product  to  review  every  notice  of  op¬ 
portunity  for  heating  published  in  the 
Federal  Register  to  determine  whether 
it  covers  any  drug  product  he  manufac¬ 
tures  or  distributes.  Any  person  may  re¬ 
quest  an  opinion  of  the  applicability  of 
such  a  notice  to  a  specific  product  he 
manufactures  or  distributes  that  may  be 
identical,  related,  or  similar  by  writing 
to  the  Food  and  Drug  Administration. 
Bureau  of  Drugs,  Division  of  Drug  Label¬ 
ing  Compliance.  HFD-310,  5600  Fishers 
Lane,  Rockville,  MD  20857.  If  such  an 
opinion  is  requested,  the  time  for  filing 
an  appearance  and  request  for  hearing 
and  supporting  studies  and  analyses 
shall  begin  as  of  the  date  or  receipt  of  the 
opinion  from  the  Food  and  oinig  Ad¬ 
ministration. 

(b)  The  notice  of  opportunity  for 
hearing  shall  be  provided  to  applicants 
and  to  other  persons  subject  to  the  no¬ 
tice  pursuant  to  §  310.6  of  this  chapter: 


( 1 )  To  any  person  who  has  submitted 
a  new  drug  application,  by  delivering  the 
notice  in  person  or  by  sending  it  by  reg¬ 
istered  or  certified  mail  to  the  last  ad¬ 
dress  shown  in  the  new  drug  application. 

(2)  To  any  person  who  has  not  sub¬ 
mitted  a  new  drug  application  but  who  is 
subject  to  the  notice  pursuant  to  §  310.6 
of  this  chapter,  by  publication  of  the 
notice  in  the  Federal  Register. 

(c)  (1)  If  the  applicant,  or  any  oUier 
person  subject  to  the  notice  pursuant  to 
§  310.6  of  this  chapter,  elects  to  avail 
himself  of  the  opportunity  for  a  hearing, 
he  shall  file  with  the  Hearing  Clerk  (i) 
vnthin  30  days  after  the  date  of  the  pub¬ 
lication  of  the  notice  (or  of  the  date  of 
receipt  of  an  opinion  requested  pursuant 
to  paragraph  (a)  (3)  of  this  section)  a 
written  notice  of  p>artici];)ation  and  re¬ 
quest  for  hearing,  and  (ii)  within  60 
days  after  the  date  of  publication  of  the 
notice,  iml^  a  different  pjeriod  of  time 
is  sp>ecified  in  the  notice  of  opportunity 
for  hearing,  the  studies  on  which  he 
relies  to  justify  a  hearing  as  spiecified  in 
paragraph  (d)  of  this  section.  The  raw 
data  underlying  a  study  submitted  may 
be  incorporated  by  reference  frc«n  a  prior 
submission  as  part  of  a  new  drug  apHJlica- 
tion  or  other  report. 

(2)  No  data  or  analysis  submitted  after 
such  60  days  will  be  considered  in  deter¬ 
mining  whether  a  hearing  is  warranted 
unless  they  are  derived  frran  well-con¬ 
trolled  studies  begim  prior  to  the  date  of 
the  notice  of  opportunity  for  hearing,  the 
results  of  which  were  not  in  existrace 
during  that  60  days.  Exceptions  may  be 
made  on  the  basis  of  a  showing  of  inad¬ 
vertent  omission  and  hardship.  All 
studies  in  progress,  the  results  of  which 
the  porson  requesting  the  hearing  intends 
later  to  submit  in  support  of  the  request 
for  hearing,  shall  be  listed.  A  copy  of  the 
complete  protocol,  a  list  of  the  porticipot- 
ing  investigators,  and  a  brief  status  re¬ 
port  of  the  studies  shall  be  included  in 
the  submission  made  pursuant  to  piara- 
graph  (c)(1)  (ii)  of  this  sectiem. 

(3)  Any  other  interested  pierson  who 
is  not  subject  to  the  notice  of  oppor¬ 
tunity  for  hearing  may  also  submit  com¬ 
ments  on  the  proposal  to  withdraw  ap¬ 
proval  of  the  new  drug  application.  Such 
comments  shall  be  submitted  within  the 
time  and  pursuant  to  the  requirements 
spocified  in  this  section. 

(d)  A  request  for  hearing  shall  be 
supported  by  a  submission  as  spocified  in 
paragraph  (c)  (1)  (ii)  of  this  section  con¬ 
taining  the  studies  (including  all  proto¬ 
cols  and  underlying  raw  data)  on  which 
the  person  relies  to  justify  a  hearing  with 
respoct  to  his  drug  product. 

(1)  If  effectiveness  is  at  issue,  a  re¬ 
quest  for  hearing  shall  be  supported  only 
by  adequate  and  well-controlled  clinical 
studies  meeting  all  of  the  precise  require¬ 
ments  of  §  314.111(a)(5)  and,  for  com¬ 
bination  drug  products,  §  300.50  of  this 
chapter,  or  by  other  studies  not  meeting 
those  requirements  for  which  a  waiver 
has  been  previously  granted  by  the  Food 
and  Drug  Administration  pursuant  to  the 
provisions  of  §  314.111(a)  (5).  All  ade¬ 
quate  and  well-controlled  clinical  studies 
on  the  drug  product  known  to  the  pierson 
requesting  the  hearing  shall  be  sub- 
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mitted.  Any  unfavorable  analyses,  views, 
or  judgments  with  respect  to  such  studies 
known  to  such  person  shall  also  be  sub¬ 
mitted.  No  other  data,  information,  or 
studies  shall  be  submitted. 

(2)  Such  submission  shall  include  a 
factual  analysis  of  all  studies  submitted. 

If  effectiveness  is  at  issue,  such  analysis 
shall  specify  how  each  such  study  ac¬ 
cords,  on  a  point-by-point  basis,  with 
each  criterion  required  for  an  adequate 
well-controlled  clinical  investigation  es¬ 
tablished  in  §  314.111(a)  (5)  and,  if  the 
product  is  a  combination  drug  product, 
with  each  of  the  requirements  for  a  com¬ 
bination  drug  established  in  §  300.50  of 
this  chapter,  or  shall  be  accompanied  by 
an  appropriate  waiver  pre\’lously  granted 
by  the  Food  and  Drug  Administration.  If 
a  study  deals  with  a  drug  entity  or  dosage 
form,  or  condition  of  use,  or  mode  of  ad¬ 
ministration  other  than  the  one(s)  in 
question,  such  fact(s)  shall  be  clearlv 
stated.  Any  study  conducted  on  the  final 
marketed  form  of  the  drug  product  shall 
be  so  designated. 

(3>  Such  analysis  shall  be  submitted 
in  the  following  format,  except  that  the 
required  information  relating  either  to 
safety  or  to  effectiveness  shall  be  omitted 
if  the  notice  of  opportunity  for  hearing 
does  not  raise  any  issue  with  respect  to 
that  aspect  of  the  drug;  and  information 
on  compliance  with  §  300.50  shall  be 
omitted  if  the  drug  product  is  not  a  com¬ 
bination  drug  product.  Submissions  not 
made  in  this  format  or  not  containing 
the  required  analyses  will  not  be  con¬ 
sidered  and  will  result  in  denial  of  a 
hearing,  except  that  minor  technical  de¬ 
ficiencies  may  be  excused  if  it  is  apparent 
that  a  good  faith  attempt  has  been  made 
to  comply  with  the  requirements  of  this 
section  and  any  deficiencies  noted  are 
inunediately  corrected  upon  request. 

I.  Safety  data. 

A.  Animal  safety  data. 

1.  Individual  active  component(s) . 

a.  Controlled  studies. 

b.  Partially  controlled  or  uncontrolled 
studies. 

2.  Combinations  of  the  individual  active 
components. 

a.  Controlled  studies. 

b.  Partially  controlled  or  uncontroUed 
studies. 

B.  Human  safety  data. 

1.  Individual  active  component (s). 

a.  Controlled  studies. 

b.  Partially  controlled  or  uncontrolled 
studies. 

c.  Documented  case  reports. 

d.  Pertinent  marketing  experiences  that 
may  Influence  a  determination  as  to  the 
safety  of  each  individual  active  component. 

2.  Combinations  of  the  individual  active 
components. 

a.  Controlled  studies. 

b.  Partially  controlled  or  uncontrolled 
studies. 

c.  Documented  case  reports. 

d.  Pertinent  marketing  experiences  that 
may  Influence  a  determination  as  to  the 
safety  of  each  individual  active  components. 

II.  Effectiveness  data. 

A.  Individual  active  components:  Con- 
troUed  studies,  with  an  analysis  showing 
clearly  how  each  such  study  satisfles.  on  a 
polnt-by-polnt  basis,  each  of  the  criteria  re¬ 
quired  by  !  314.111(a)  (5). 

B.  Combinations  of  individual  active  com¬ 
ponents. 


1.  Controlled  studies,  with  an  analysis 
showing  clearly  how  such  study  satisfles,  on 
a  p>olnt-by-polnt  basis,  each  of  the  criteria 
required  by  |  314.111(a)  (5). 

2.  An  analysis  showing  clearly  how  each 
requirement  of  §  300.50  of  this  chapter  has 
been  satisfied . 

HI.  A  summary  of  the  data  and  views  set¬ 
ting  forth  the  medical  rationale  and  purpose 
for  the  drug  and  its  ingredients  and  the 
scientific  basis  for  the  conclusion  that  the 
drug  and  its  Ingredients  have  been  proven 
safe  and/or  effective  for  the  Intended  use.  If 
there  is  an  absence  of  controlled  studies  In 
the  material  submitted,  or  the  requirements 
of  any  element  of  S  300.50  of  this  chapter  or 
$  314.111(a)  (5)  have  not  been  fully  met, 
such  fact(s)  shall  be  clearly  stated,  and  a 
waiver  obtained  pursuant  to  §  314.111(a)  (1) 
shall  be  enclosed. 

rv.  A  statement  signed  by  the  person  re¬ 
sponsible  for  such  submission,  that  it  in¬ 
cludes  In  full  (or  Incorporates  by  reference  as 
permitted  in  §  314.200(c)  (2) )  all  studies  and 
information  specified  in  §  314.200(d) .  (Warn¬ 
ing  :  A  willfully  false  statement  Is  a  criminal 
offense,  18  UB.C.  1001). 

(e)  A  notice  of  opportunity  for  hearing 
encompasses  all  issues  relating  to  the 
legal  status  of  the  drug  product(s)  sub¬ 
ject  to  it,  including  identical,  related, 
and  similar  drug  products  as  defined  in 
§  310.6  of  this  chapter.  Any  contention 
that  any  such  product  is  not  a  new  drug 
because  it  is  generally  recognized  as  safe 
and  effective  within  the  meaning  of  sec¬ 
tion  201  (p)  of  the  act,  or  because  it  is 
exempt  from  part  or  all  of  the  new  drug 
provisions  of  the  act  pursuant  to  the 
exemption  for  products  marketed  prior  to 
June  25,  1938,  contained  in  section  201 

(р)  of  the  act,  or  pursuant  to  section  107 

(с) -  of  the  Drug  Amendments  of  1962,  or 
for  any  other  reason  shall  be  stated  in  a 
notice  of  appearance  and  request  for 
hearing  pursuant  to  paragraph  (c)(1) 
(i)  of  this  section  and  supported  by  a 
submission  pursuant  to  paragraph  (c) 
(l)(ii)  of  this  section  and  shall  be  the 
subject  of  an  administrative  determina¬ 
tion  by  the  Cwnmissioner.  The  failure  of 
any  person  subject  to  a  notice  of  oppor- 
timity  for  a  hearing,  including  any  per¬ 
son  who  manufactures  or  distributes  an 
identical,  related,  or  similar  drug  prod¬ 
uct  as  defined  in  §  310.6  of  this  chapter, 
to  submit  a  notice  of  participation  and 
request  for  hearing  or  to  raise  all  such 
contentions  on  which  he  relies  shall  con¬ 
stitute  a  waiver  of  any  such  contentions 
not  so  raised. 

(1 )  A  contention  that  a  drug  product 
is  generally  recognized  as  safe  and  effec¬ 
tive  within  the  meaning  of  section  201 
(p)  of  the  act  must  be  supported  by  sub¬ 
mission  of  the  same  quantity  and  quality 
of  scientific  evidence  as  is  required  to 
obtain  approval  of  a  new  drug  applica¬ 
tion  for  the  product,  unless  a  waiver  has 
been  obtained  from  such  requirement  for 
effectiveness  (as  provided  in  §  314.111(a) 
(5) )  and/or  safety  for  good  cause  shown. 
Such  submission'  shall  be  in  the  format 
and  with  the  analyses  required  by  para¬ 
graph  (d)  of  this  section.  The  failure  to 
submit  such  scientific  evidence  or  a  sub¬ 
mission  that  is  not  in  the  format  or  does 
not  contain  the  analyses  required  by 
paragraph  (d)  of  this  section  shall  con¬ 
stitute  a  waiver  of  any  such  contention. 


CSeneral  recognition  of  safety  and  effec¬ 
tiveness  shall  ordinarily  be  based  upon 
published  studies  which  may  be  corrob¬ 
orated  by  unpublished  studies  and  other 
data  and  information. 

(2)  A  contention  that  a  drug  product  is 
exempt  from  part  or  all  of  the  new  drug 
provisions  of  the  act  pursuant  to  the 
exemption  for  products  marketed  prior 
to  June  25, 1938  contained  in  section  201 
ip)  of  the  act,  or  pursuant  to  section  107 
(c)  of  the  Drug  Amendments  of  1962, 
shall  be  supported  by  submission  of  evi¬ 
dence  of  past  and  present  quantitative 
formulas,  labeling,  and  evidence  of  mar¬ 
keting,  on  which  reliance  is  made  for 
such  contention.  The  failure  to  submit 
such  formulas,  labeling,  and  evidence  of 
marketing  in  the  following  format  shall 
constitute  a  waiver  of  any  such  conten¬ 
tion. 

I.  Formulation. 

A.  A  copy  of  each  pertinent  document  or 
record  to  establish  the  exact  quantitative 
formulation  of  the  drug  (both  active  and  in¬ 
active  ingredients)  on  the  date  of  Initial 
marketing  of  the  drug. 

B.  A  statement  whether  such  formulation 
has  at  any  subsequent  time  been  changed  in 
any  manner.  If  smy  such  change  has  been 
made,  the  exact  date,  nature,  and  rationale 
for  each  change  in  formulation.  Including 
any  deletion  or  change  in  the  concentration 
of  any  active  ingredient  and  or  Inactive  in¬ 
gredient,  shall  be  submitted,  together  a^lth  a 
copy  of  each  pertinent  document  or  record 
to  establish  the  date  and  nature  of  each  such 
change  including  but  not  limited  to  the 
formula  which  resulted  from  each  such 
change.  If  no  such  change  has  been  made,  a 
copy  of  representative  documents  or  records 
showing  the  formula  at  representative  points 
in  time  shall  be  submitted  to  support  the 
statement. 

II.  Labeling. 

A.  A  copy  of  eeuih  pertinent  document  or 
record  to  establish  the  Identity  of  each  Item 
of  written,  printed,  or  graphic  matter  used 
as  labeling  on  the  date  the  drug  was  initially 
marketed. 

B.  A  statement  whether  such  labeling  has 
at  any  subsequent  time  been  discontinued 
or  changed  In  any  manner.  If  such  discon¬ 
tinuance  or  change  has  been  made,  the  ex¬ 
act  date,  nature,  and  rationale  for  ectch 
discontinuance  or  change  and  a  copy  of  each 
pertinent  document  or  record  to  establish 
each  such  discontinuance  or  change  shall  be 
submitted,  including  but  not  limited  to  the 
labeling  which  resulted  from  each  such  dis¬ 
continuance  or  change.  If  no  such  discon¬ 
tinuance  or  change  has  been  made,  a  copy 
of  representative  documents  or  records  show¬ 
ing  labeling  at  representative  points  In  time 
shall  be  submitted  to  support  the  statement. 

m.  Marketing. 

A.  A  copy  of  each  pertinent  document  or 
record  to  establish  the  exact  date  the  drug 
was  Initially  marketed. 

B.  A  statement  whether  such  marketing 
has  at  any  subsequent  time  been  discon¬ 
tinued.  If  such  marketing  has  been  dis¬ 
continued,  the  exact  date  of  each  such 
discontinuance  shall  be  submitted,  together 
with  a  copy  of  each  pertinent  document  or 
record  to  establish  each  such  date. 

IV.  Verification. 

A  statement  signed  by  the  person  respon¬ 
sible  for  such  submission,  that  all  appropri¬ 
ate  records  have  been  searched  and  to  the 
best  of  his  knowledge  and  belief  It  Includes 
a  true  and  accurate  presentation  of  the  facts 
(Warning:  A  willfully  false  statement  Is  a 
criminal  offense,  18  n.S.C.  1001). 
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(3)  No  drug  product,  including  any 
active  ingredient,  which  is  identical,  re¬ 
lated,  or  similar,  as  defined  in  §  310.6,  to 
a  drug  product,  including  any  active  in¬ 
gredient  for  which  a  new  drug  applica¬ 
tion  is  or  at  any  time  has  been  effective 
or  deemed  approved,  or  approved  under 
section  505  of  the  act,  will  be  determined 
to  be  exempt  from  part  or  all  of  the  new 
drug  provisions  of  the  act. 

(4)  A  contention  that  a  drug  product 
is  not  a  new  drug  for  any  other  reason 
must  be  supported  by  submission  of  such 
factual  records,  data,  and  information 
as  is  necessary  and  appropriate  to  sup¬ 
port  such  contention. 

(5)  It  is  the  responsibility  of  every 
person  who  manufactures  or  distributes 
a  drug  product  in  reliance  upon  a 
“grandfather”  provision(s)  of  the  act  to 
maintain  in  his  files,  organized  as  re¬ 
quired  by  this  paragraph,  the  data  and 
information  necessary  fully  to  document 
and  support  such  status. 

(f)  Upon  receipt  of  any  request  for 
hearing,  the  Director  of  the  Bureau  of 
Drugs  shall  prepare  an  analysis  of  the 
request  and  a  proposed  order  ruling  upon 
the  matter.  The  analysis  and  proposed 
order,  the  request  for  hearing,  and  any 
proposed  order  denying  a  hearing  and  re¬ 
sponse  pursuant  to  paragraph  (g)  (2) 
or  (3)  of  this  section,  shall  be  sub¬ 
mitted  to  the  office  of  the  Commis¬ 
sioner  for  independent  review  and  de¬ 
cision.  No  representative  of  the  Bureau 
of  Drugs  shall  participate  or  advise  in 
the  review  and  decision  by  the  Commis¬ 
sioner.  The  office  of  the  General  Counsel 
shall  observe  the  same  separation  of 
functions. 

(g)  A  request  for  a  hearing  may  not 
rest  upon  mere  allegations  or  denials, 
but  must  set  forth  specific  facts  showing 
that  there  is  a  genuine  and  substantial 
issue  of  fact  that  requires  a  hearing  with 
respect  to  the  particular  drug  product(s) 
sp>ecifled  in  the  request  for  hearing. 

(1)  Where  a  specific  notice  of  op¬ 
portunity  for  hearing  (as  defined  in 
paragraph  (a)(1)  of  this  section)  is 
used,  it  shall  state  that,  if  it  conclusively 
appears  from  the  face  of  the  data,  in¬ 
formation,  and  factual  analyses  in  the 
request  for  the  hearing  that  there  is  no 
genuine  and  substantial  issue  of  fact 
which  precludes  the  refusal  to  approve 
the  application  or  the  withdrawal  of  ap¬ 
proval  of  the  application,  e.g.,  no  ade¬ 
quate  and  well -controlled  clinical  in¬ 
vestigations  meeting  each  of  the  precise 
elements  of  5  314.111(a)(5)  and.  for  a 
combination  drug  product,  §  300.50  of 
this  chapter,  showing  effectiveness  have 
been  identified,  or  when  a  request  for 
hearing  is  not  made  in  the  required  for¬ 
mat  or  with  the  required  analyses, 
the  Commissioner  will  enter  summary 
Judgment  against  the  person(s)  who  re¬ 
quests  the  hearing,  making  findings  and 
conclusions,  denying  a  hearing.  Any  such 
order  entering  summary  judgment  shall' 
set  forth  the  Commissioner’s  findings 
and  conclusions  in  detail  and  shall  spec¬ 
ify  why  each  study  submitted  fails  to 
meet  the  requirements  of  the  statute  and 
regiUations  or  why  the  request  for  hear¬ 
ing  does  not  raise  a  genuine  and  sub¬ 


stantial  issue  of  fact  or  shall  specify  the 
requirements  of  this  section  with  respect 
to  format  or  analyses  with  which  there 
is  a  lack  of  compliance. 

(2)  Where  a  general  notice  of  oppor¬ 
tunity  for  hearing  (as  defined  in  para¬ 
graph  (a)(1)  of  this  section)  is  used 
and  the  Director  of  the  Bureau  of  Drugs 
concludes  that  summary  judgment 
against  the  person(s)  requesting  a  hear¬ 
ing  should  be  considered,  he  shall  serve 
upon  such  person(s)  by  registered  mail 
a  proposed  order  denying  a  hearing. 
Such  person(s)  shall  have  60  days  after 
receipt  of  such  propKxsed  order  to  re¬ 
spond  -with  sufficient  data,  information, 
and  analyses  to  demonstrate  that  there 
is  a  genuine  and  substantial  issue  of  fact 
which  justifies  a  hearing. 

(3)  Where  a  general  or  specific  notice 
of  opportunity  for  hearing  is  used  and 
the  person (s)  requesting  a  hearing  sub¬ 
mits  data  or  information  of  a  type  re¬ 
quired  by  the  statute  and  regulatiwis, 
and  the  Director  of  the  Bureau  of  Drugs 
concludes  that  summary  judgment 
against  such  person(s)  should  be  con¬ 
sidered,  he  slmll  serve  upon  such  per- 
son(s)  by  registered  mail  a  proposed 
order  denying  a  hearing.  Such  person(s) 
shall  have  60  days  after  receipt  of  such 
proposed  order  to  respond  with  sufficient 
data,  information,  and  analyses  to  dem¬ 
onstrate  that  there  is  a  genuine  and  sub¬ 
stantial  issue  of  fact  which  justifies  a 
hearing. 

(4)  If  review  of  the  data,  information, 
and  analyses  submitted  warrants  the 
conclusion  that  the  ground(s)  cited  in 
the  notice  are  not  valid,  e.g.,  that  sub¬ 
stantial  evidence  of  effectiveness  exists, 
the  Commissioner  shall  deny  the  hear¬ 
ing,  enter  summary  judgment  for  the 
person  (s)  requesting  the  hearing,  and 
rescind  the  notice  of  opporttmity  for 
hearing. 

(5)  If  a  hearing  is  requested  and  is 
justified  the  hearing  will  commence  no 
more  than  90  days  after  the  expiration  of 
such  30  days  unless  the  parties  otherwise 
agree  in  the  case  of  denial  of  approval, 
and  as  soon  as  practicable  in  the  case 
of  withdrawal  of  approval. 

(6)  A  hearing  shall  be  granted  if  there 
exists  a  genuine  and  substantial  issue  of 
fact  or  if  the  Commissioner  concludes,  in 
his  discretiMi,  that  a  hearing  would 
otherwise  be  in  the  public  Interest. 

(7)  If  the  manufacturer  or  distributor 
of  a  drug  product  that  may  be  an  identi¬ 
cal,  related,  or  similar  drug  product  re¬ 
quests  and  is  granted  a  hearing  the  issue 
whether  the  product  is  in  fact  identical, 
related,  or  similar  to  the  drug  subject 
to  new  drug  application  is  prop>erly  en¬ 
compassed  within  the  hearing. 

(8)  A  request  for  hearing,  and  any 
subsequent  grant  or  denial  of  a  hearing, 
shall  be  applicable  only  to  the  particular 
drug  product(s)  named  in  such  docu¬ 
ments. 

(h)  Any  drug  product  subject  to  a 
notice  of  opportunity  for  hearing,  in¬ 
cluding  any  identical,  related,  or  similar 
drug  product  as  defined  in  §  310.6  of  this 
chaptCT,  for  which  an  opportunity  for  a 
hearing  is  waived  or  for  v^lch  a  hearing 
is  denied  shall  promptly  be  the  subject 


of  a  notice  withdrawing  the  new  drug 
application  approval  and  declaring  all 
such  products  unlawful.  The  Commis¬ 
sioner  may,  in  his  discretion,  defer  or 
stay  such  action  pending  a  ruling  on  any 
related  request  for  a  hearing  or  pending 
any  related  hearing  or  other  administra¬ 
tive  or  judicial  proceeding. 

26.  By  adding  a  new  §  314.201  to  read 
as  follows: 

§  314.201  Procedure  for  hearings. 

Hearings  relating  to  new  drugs  under 
section  505  (d)  and  (e)  of  the  act  shall 
be  governed  by  Part  2  of  this  chapter. 

§§  314.202,  314.20.3,  314.204,  314.205, 
314.206,  314.220,  314.221,  314.222, 
314.230,  314.231,  314.232,  [Re- 

voked ] . 

27.  By  revoking  §§  314.202,  314.203, 
314.204,  314.205,  314.206,  314.220,  314.221, 
314.222,  314.230,  314.231  and  314.232. 

28.  By  revising  §  314.235  to  read  as 
follows : 

§  314.235  Judicial  review. 

(a)  The  transcript  and  record  shall  be 
certified  by  the  Commissioner.  In  any 
case  in  which  the  Commissioner  enters 
an  order  without  a  hearing  pursuant  to 
§  314.200(g) ,  the  requests  for  hearing  to¬ 
gether  with  the  data  and  information 
submitted  and  the  Commissioner’s  find¬ 
ings  and  conclusions  shall  be  included  in 
the  record  certified  by  the  Commissioner. 

(b)  Judicial  review  of  an  order  with¬ 
drawing  approval  of  a  new  drug  applica¬ 
tion,  whether  or  not  a  hearing  has  been 
held,  may  be  sought  by  a  manufacturer 
or  distributor  of  an  identical,  related,  or 
similar  drug  product,  as  defined  in 
§  310.6  of  this  chapter,  in  a  United  States 
court  of  appeals  pursuant  to  section  505 
(h)  of  the  act. 

PART  501— ANIMAL  FOOD  LABELING 

28a.  By  revising  §  501.2(f)  to  read  as 
follows: 

§  501.2  Information  panel  of  package 
for  animal  food. 

*  *  *  «  • 

(f )  If  the  label  of  any  package  of  food 
is  too  small  to  accommodate  all  of  the 
information  required  by  §§  501.4,  501.5, 
501.8,  and  501.17,  the  Commissioner 
may  establish  by  regulation  an  accept¬ 
able  alternative  method  of  disseminating 
such  information  to  the  public,  e.g.,  a 
type  size  smaller  than  one-sixteenth  inch 
in  height,  or  labeling  attached  to  or  in¬ 
serted  in  the  package  or  available  at  the 
point  of  purchase.  A  petition  requesting 
such  a  regulation,  as  an  amendment  to 
this  paragraph  shall  be  submitted  pursu¬ 
ant  to  Part  2  of  this  chapter. 


PART  503— COMMON  OR  USUAL  NAMES 
FOR  NONSTANDARDIZED  FOODS 

28b.  In  Part  503,  by  revising  §  503.22 
to  read  as  follows: 

§  503.22  Petitions. 

(a)  The  Commissioner  of  Pood  and 
Drugs,  either  on  his  own  initiative  or  on 
behalf  of  any  interested  person  who  has 
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submitted  a  petition,  may  publish  a  pro¬ 
posal  to  issue,  amend,  or  revoke,  under 
Subpart  B  of  this  part,  a  regulation  pre¬ 
scribing  a  common  or  usual  name  for  a 
food,  pursuant  to  Part  2  of  this  chapter. 

(b)  If  the  principal  display  panel  of 
a  food  for  which  a  common  or  usual 
name  regulation  is  established  is  too 
small  to  accommodate  all  mandatory  re¬ 
quirements,  the  Commissioner  may  es¬ 
tablish  by  regulation  an  acceptable  al¬ 
ternative,  e.g.,  a  smaller  type  size.  A 
petition  requesting  such  a  regulation, 
which  w'ould  amend  the  applicable  regu¬ 
lation,  shall  be  submitted  pursuant  to 
Part  2  of  this  chapter. 

PART  508— EMERGENCY  PERMIT 
CONTROL 

28c.  In  Part  508,  by  revising  §  508.19 

(a)  to  read  as  follows: 

§  508.19  Establishment  of  requirements 
for  exemption  from  section  404  of 
the  act. 

(a)  Whenever  the  Oomnaissioner  finds 
after  Investigation  that  the  distribution 
in  interstate  commerce  of  any  class  of 
food  may,  by  reason  of  contamination 
with  microorganisms  during  the  manu¬ 
facture,  processing,  or  packing  thereof 
in  any  locality,  be  injurious  to  health, 
and  that  svtch  injurious  nature  cannot 
be  adequately  determined  after  such 
articles  have  entered  interstate  com¬ 
merce,  he  shall  promulgated  regulations 
in  Subpart  B  of  this  part  establishing 
requirements  and  conditions  governing 
the  manufacture,  processing,  or  packing 
of  the  food  necessary  to  protect  the 
public  health.  Such  regulations  may  be 
proposed  by  the  Commissioner  on  his 
own  initiative  or  in  response  to  a  petition 
from  any  interested  person  pursuant  to 
Part  2  of  this  chapter. 

*  •  •  •  • 


PART  514 — NEW  ANIMAL  DRUG 
APPLICATIONS 

29.  In  Part  514,  by  revising  §  514.201  to 
read  as  follows: 

§  514.201  Procedure  for  hearings. 

Hearings  relating  to  new  animal  drugs 
under  section  505  (d),  (e),  (m)(3),  and 
(m)  (4)  of  the  act  shall  be  governed  by 
Part  2  of  this  chapter. 

§§514.202.  514.203,  514.204,  514.205, 
514.206  514.220,  514.221,  514.222, 
514.230,  514.231,  514.232  [Re- 
voked] 

30.  By  revoking  §§  514.202,  514.203, 
514.204,  514.205,  514.206,  514.220,  514.221, 
514.222,  514.230,  514.231,  and  514.232. 

31.  revising  §  514.235  as  follows: 

§  514.235  Judicial  review. 

(a)  The  transcript  and  record  shall 
be  certified  by  the  Commissioner.  In  any 
case  in  which  the  Commissioner  enters 
an  order  without  a  hearing  pursuant  to 
§  314.200(g)  of  this  chapter,  the  re- 
quest(s)  for  hearing  together  with  the 
data  and  information  submitted  and  the 
Commissioner’s  findings  and  conclusions 


shall  be  included  in  the  record  certified 
by  the  Commissioner. 

(b)  Judicial  review  of  an  order  with¬ 
drawing  approval  of  a  new  drug  appli¬ 
cation,  whether  or  not  a  hearing  has  b^n 
held,  may  be  sought  by  a  manufacturer  or 
distributor  of  an  identical,  related,  or 
similar  drug  product,  as  defined  in 
§  310.6  of  this  chapter,  in  a  United  States 
court  of  appeals  pursuant  to  section  505 
(h)  of  the  act. 

PART  564 — DEFINITIONS  AND 
STANDARDS  FOR  ANIMAL  FOOD 

Sla.  In  Part  564,  by  revising  §  564.5  to 
read  as  follows: 

§  564.5  Procedure  for  establishing  a 
food  standard. 

(a)  The  procedure  for  establishing  a 
food  standard  under  section  401  of  the 
act  shall  be  governed  by  Part  2  of  this 
chapter. 

(b)  Any  petition  for  a  food  standard 
shall  show  that  the  proposal,  if  adopted, 
would  promote  honesty  and  fair  dealing 
in  the  interest  of  consumers. 

(c)  Any  petition  for  a  food  standard 
shall  assert  that  the  petitioner  commits 
himself  to  substantiate  the  information 
in  the  petition  by  evidence  in  a  public 
hearing,  if  such  a  hearing  becomes  nec¬ 
essary. 

(di  If  a  petitioner  fails  to  appear,  or 
to  substantiate  the  information  in  his 
petition,  at  a  public  hearing  on  the  mat¬ 
ter,  the  Commissioner  may  either  (1) 
withdraw  the  regulation  and  terminate 
the  proceeding  or  (2)  if  he  concludes 
that  it  is  in  accordance  with  the  require¬ 
ments  of  section  401  of  the  act,  continue 
the  proceeding  and  introduce  evidence  to 
substantiate  such  Information. 

31b.  By  adding  a  new  paragraph  (1) 
to  §  564.17  to  read  as  follows: 

§  564.17  Temporary  permits  for  inter¬ 
state  shipment  of  experimental  packs 
of  food  varying  from  the  require¬ 
ments  of  definitions  and  standards 
of  identity. 

•  *  •  •  • 

(1)  Any  person  who  contests  denial, 
modification,  or  revocation  of  a  tempo¬ 
rary  permit  shall  have  an  opportunity  for 
a  regulatory  hearing  before  the  Pood  and 
Drug  Administration  pursuant  to  Sub¬ 
part  P  of  Part  2  of  this  chapter. 


PART  570— FOOD  ADDITIVES 

31c.  By  revising  §  570.15(b)  to  read  as 
follows: 

§  570.15  .Adoption  of  regulation  on  ini¬ 
tiative  of  Commissioner. 

•  #  •  •  • 

(b)  Action  upon  a  proposal  made  by 
the  Commissioner  shall  proceed  as  pro¬ 
vided  in  Part  2  of  this  chapter. 

31d.  In  Part  570,  by  revising  the  intro¬ 
ductory  text  of  §  570.35(c)  (1)  to  read  as 
follows: 

§  570.35  Affirmation  of  generally  recog¬ 
nized  as  safe  (GRAS)  status. 

*  •  •  •  • 


(c)  (1)  Persons  seeing  the  afiarmation 
of  GRAS  status  of  substances  as  provided 
for  in  S  570.30(e) .  except  those  subject  to 
the  NAS-NRC  GRAS  list  survey  (36  PR 
20546) ,  shall  submit  a  petition  for  GRAS 
affirmation  pursuant  to  Part  2  of  this 
chapter.  Such  petition  shall  contain  in¬ 
formation  to  establish  that  the  GRAS 
criteria  as  set  forth  in  §  570.30(b)  have 
been  met.  in  the  following  form: 

*  »  «  *  V 

31e.  By  revising  §  570.38(b)  (1)  to  reau 
as  follows: 

§  570.38  Determination  of  food  additive 
status. 

m  ^ 

(b)  (1)  The  Commissioner,  on  his  own 
initiative  or  on  the  petition  of  any  in¬ 
terested  person,  pursuant  to  Part  2  of 
this  chapter,  may  issue  a  notice  in  the 
Pederal  Register  proposing  to  determine 
that  a  substance  is  not  GliAS  and  is  a 
food  additive  subject  to  section  409  of 
the  act.  .Any  petition  shall  include  all 
relevant  data  and  information  of  the 
type  described  in  5  571.130(b)  of  this 
chapter.  The  Commissioner  will  place  all 
of  the  data  and  information  on  which  he 
relies  on  public  file  in  the  office  of  the 
Hearing  Cleric  and  will  include  in  the 
Pederal  Register  notice  the  name  of  the 
substance,  its  known  uses,  and  a  sum¬ 
mary  of  the  basis  for  the  determination. 

•  •  •  •  • 

PART  571— FOOD  ADDITIVE  PETITIONS 

31f.  By  revising  §  571.110  to  read  as 
follows: 

§  57.110  Procedure  for  objections  and 
hearings. 

Objections  and  hearings  relating  to 
food  additive  regulations  under  section 
409  (c),  (d),  or  (h)  of  the  act  shall  be 
governed  by  Part  2  of  this  chapter. 

§  571.120  tRevoked] 

31g.  By  revoking  §  571.120. 

31h.  By  revising  $  571.130  to  read  as 
follows: 

§  571.130  Procedure  for  amending  and 
repealing  tolerances  or  exemptions 
from  tolerances. 

(a)  The  CcHnmissioner,  on  his  own  ini¬ 
tiative  or  on  the  petition  of  any  inter¬ 
ested  person,  pursuant  to  Part  2  of  this 
chapter,  may  propose  the  issuance  of  a 
regulation  amending  or  rep>ealing  a  regu¬ 
lation  pertaining  to  a  fcxxl  additive  or 
granting  or  repealing  an  exception  for 
such  additive. 

(b)  Any  such  petition  shall  include  an 
assertion  of  facts,  supported  by  data, 
showing  that  new  information  exists  with 
respect  to  the  food  additive  or  that  new 
uses  have  been  developed  or  old  uses 
abandoned,  that  new  data  are  available 
as  to  toxicity  of  the  chemical,  or  that 
experience  with  the  existing  regulation 
or  exemption  may  justify  its  amendment 
or  repeal.  New  data  shall  be  furnished  in 
the  form  specified  in  §  571.1  for  sub¬ 
mitting  petitions. 
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§§  571.200,  571.202,  571.203,  571.204, 
571.205,  571.206,  571.208,  571.210, 
571.212,  571.214,  571.220,  571.221, 
571.222,  571.230  571.232,  571.235 
[Revok^] 

311.  By  revoking  §§  571.200,  571.202, 
571.203,  571.204,  571.205,  571.206,  571.208, 
571.210,  571.212,  571.214,  571.220,  571.221, 
571.222,  571.230,  571.232,  and  571.235. 

PART  601— LICENSING 

32.  In  Part  601,  by  revoking  §§  601.4, 
601.5,  and  601.6(c),  by  redesignating  the 
remainder  of  §  601.6  as  §  601.12,  by  add¬ 
ing  new  §§  601,4  through  601.9,  and  by 
revising  §  601.22  to  read  as  follows: 

§  601.4  Issuance  and  denial  of  license. 

(a)  An  establishment  or  product  li¬ 
cense  shall  be  issued  upon  a  determina¬ 
tion  by  the  Commissioner  that  the  estab¬ 
lishment  or  the  product,  as  the  case  may 
be,  meets  the  applicable  standards  estab¬ 
lished  in  this  chapter.  Licenses  shall  be 
valid  until  suspended  or  revoked. 

(b)  If  the  Commissioner  determines 
that  the  establishment  or  product  does 
not  meet  the  standards  established  in 
this  chapter,  he  shall  deny  the  applica¬ 
tion  and  inform  the  applicant  of  the 
groimds  for,  and  of  an  opportunity  for 
a  hearing  on,  his  decision.  If  the  appli¬ 
cant  so  requests,  the  Commissioner  shall 
issue  a  notice  of  opportunity  for  hearing 
on  the  matter  pursuant  to  §  2.111(b)  of 
this  chapter. 

§  601.5  Revocation  of  license. 

(a)  An  establishment  or  product  li¬ 
cense  shall  be  revoked  upon  application 
of  the  manufacturer  giving  notice  of  in¬ 
tention  to  discontinue  the  manufacture 
of  all  products  or  to  discontinue  the 
manufacture  of  a  particular  product  for 
which  a  license  is  held,  and  waiving  an 
opportunity  for  a  hearing  on  the  matter. 

(b)  If  the  Commissioner  finds  that  (1) 
authorized  Pood  and  Drug  Administra¬ 
tion  employees  after  reasonable  efforts 
have  been  iinable  to  gain  access  to  an  es¬ 
tablishment  or  a  location  for  the  purpose 
of  carrying  out  the  inspection  required 
under  §  600.21  of  this  chapter,  (2)  manu¬ 
facturing  of  products  or  of  a  product  has 
been  discontinued  to  an  extent  that  a 
meaningful  inspection  or  evaluation  can¬ 
not  be  made,  (3)  the  manufactiu’er  has 
failed  to  report  a  change  as  required  by 
§  601.12,  (4)  the  establishment  or  any 
location  thereof,  or  the  product  for  which 
the  license  has  been  Issued,  fails  to  con¬ 
form  to  the  applicable  standards  estab¬ 
lished  in  the  license  and  in  this  chapter 
designed  to  ensure  the  continued  safety, 
purity,  and  potency  of  the  manufactured 
product,  (5)  the  establishment  or  the 
manufacturing  methods  have  been  so 
changed  as  to  require  a  new  showing  that 
the  establishment  or  product  meets  the 
standards  established  in  this  chapter  in 
order  to  protect  the  public  health,  or  (6) 
the  licensed  product  is  not  safe  and  effec¬ 
tive  for  all  of  its  intended  uses  or  is  mis¬ 
branded  with  respect  to  any  such  use, 
he  shall  notify  the  licensee  of  his  inten¬ 
tion  to  revoke  the  license,  setting  forth 
the  grounds  for,  and  offering  an  oppor¬ 


tunity  for  a  hearing  on,  the  proposed 
revocation.  Except  as  provided  in  §  601.6 
and  in  cases  involving  willfulness,  the 
notification ‘required  in  this  paragraph 
shall  provide  a  reasonable  period  for  the 
licensee  to  demonstrate  or  achieve  com¬ 
pliance  with  the  requirements  of  this 
chapter,  before  proceedings  will  be  in¬ 
stituted  for  the  revocation  of  the  license. 
If  compliance  is  not  demonstrated  or 
achieved  and  the  licensee  does  not  waive 
the  opportunity  for  a  hearing,  the  Com¬ 
missioner  shall  issue  a  notice  of  oppor¬ 
tunity  for  hearing  on  the  matter  pursu¬ 
ant  to  §  2.111(b)  of  this  chapter. 

§  601.6  Suspension  of  license. 

(a)  Whenever  the  Commissioner  has 
reasonable  grounds  to  believe  that  any  of 
the  grounds  for  revocation  of  a  license 
exist  and  that  by  reason  thereof  there  Ls 
a  danger  to  health,  he  may  notify  the 
licensee  that  his  license  for  the  estab¬ 
lishment  or  the  product  is  suspended  and 
require  that  the  licensee  (1)  notify  the 
selling  agents  and  distributors  to  whom 
such  product  or  products  have  been  de¬ 
livered  of  such  suspension,  and  (2)  fur¬ 
nish  to  the  Director,  Bureau  of  Biologies, 
complete  records  of  such  deliveries  and 
notice  of  suspension. 

(b)  Upon  suspension  of  a  license,  the 
Commissioner  shall  either  (1)  proceed 
pursuant  to  the  provisions  of  §  601.5(b) 
to  revoke  the  license,  or  (2)  if  the  li¬ 
censee  agrees,  hold  revocation  in  abey¬ 
ance  pending  resolution  of  the  matters 
involved. 

§  601.7  Procedure  for  hearings. 

(a)  A  notice  of  opportunity  for  hear¬ 
ing,  notice  of  appearance  and  request  for 
hearing,  and  grant  or  denial  of  hearing 
for  a  biological  drug  pursuant  to  this 
Part,  for  which  the  exemption  from  the 
Federal  Food,  Drug,  and  Cosmetic  Act  in 
§  310.4  of  this  chapter  has  been  revoked, 
shall  be  subject  to  the  provisions  of 
§  314.200  of  this  chapter  except  to  the 
extent  that  the  notice  of  opportunity  for 
hearing  on  the  matter  issued  pursuant  to 
§  2.111(b)  of  this  chapter  specifically 
provides  otherwise. 

(b)  Hearings  pursuant  to  §§  601.4 
through  601.6  shall  be  governed  by  Part 
2  of  this  chapter. 

(c)  When  a  license  has  been  sus¬ 
pended  pursuant  to  §  601.6  and  a  hear¬ 
ing  request  has  been  granted,  the  hear¬ 
ing  shall  proceed  on  an  expedited  basis. 

S  601.8  Publication  of  revocation. 

Notice  of  revocation  of  a  license,  with 
statement  of  the  cause  therefor,  shall  be 
issued  by  the  Commissioner  and  pub¬ 
lished  in  the  Federal  Register. 

§  601.9  Licenses;  reissuance. 

(a)  Compliance  with  standards.  An 
establishment  or  product  license,  previ¬ 
ously  suspended  or  revoked,  may  be  re¬ 
issued  or  reinstated  upon  a  showing  of 
compliance  with  required  standards  and 
upon  such  inspection  and  examination 
as  may  be  considered  necessary  by  the 
Commissioner. 

(b)  Exclusion  of  noncomplying  loca¬ 
tion.  An  establishment  or  product  li¬ 


cense,  excluding  a  location  or  locations 
that  fail  to  comply  with  required  stand¬ 
ards,  may  be  Issued  without  further  ap¬ 
plication  and  concurrently  with  the  sus¬ 
pension  or  revocation  of  the  license  for 
noncompliance  at  the  excluded  location 
or  locations. 

§  601.22  Products  in  short  supply;  ini¬ 
tial  manufacturing  at  other  than 

licensed  establishment. 

Licenses  issued  to  a  manufacturer  for 
an  establishment  shall  authorize  persons 
other  than  such  manufacturer  to  con¬ 
duct  at  places  other  than  such  establish¬ 
ment  the  initial,  and  partial  manufac¬ 
turing  of  a  product  for  shipment  solely  to 
such  manufacturer  only  to  the  extent 
that  the  names  of  such  persons  and 
places  are  registered  with  the  Commis¬ 
sioner  of  Food  and  Drugs  and  he  finds 
upon  application  of  such  manufacturer, 
that  (a)  the  product  is  in  short  supply 
due  either  to  the  peculiar  growth  re¬ 
quirements  of  the  organism  involved  or 
to  the  scarcity  of  the  animal  required  for 
manufacturing  purposes,  and  (b)  such 
manufacturer  has  established  with  re¬ 
spect  to  such  persons  and  places  such 
procedures,  inspections,  tests  or  other  ar¬ 
rangements  as  will  assime  full  compliance 
with  the  applicable  regulations  of  this 
subchapter  related  to  continued  safety, 
purity,  and  potency.  Such  persons  and 
places  shall  be  subject  to  all  regulations 
of  this  subchapter  except  §§  601.1  to 
601.6,  601.9,  601.10,  601.20,  601.21,  601.30 
to  601.33,  and  610.60  to  610.65  of  this 
chapter.  Failure  of  such  manufacturer  to 
maintain  such  procedures,  inspections, 
tests,  or  other  arrangements,  or  failure 
of  any  person  conducting  such  partial 
manufacturing  to  comply  with  applicable 
regulations  shall  constitute  a  groimd  for 
suspension  or  revocation  of  the  authority 
conferred  pursuant  to  this  section  on  the 
same  basis  as  provided  in  §§  601.6  to 
601.8  with  respect  to  the  suspension  and 
tile  revocation  of  licenses. 

§§601.40,  601.41,  601.42,  601.43, 

601.44  [Revoked]. 

33.  By  revoking  §§  601.40  through 
601.44. 

PART  701— COSMETIC  LABELING 

34.  In  Part  701,  by  revising  §  701.3 
(b)  and  (e)  to  read  as  follows: 

§  701.3  Designation  of  ingredients. 

•  •  •  *  • 

(b)  The  declaration  of  ingredients 
shall  appear  with  such  prcmiinence  and 
conspicuousness  as  to  render  it  likely  to 
be  read  and  understood  by  ordinary  in¬ 
dividuals  under  normal  conditions  of 
purchase.  The  declaration  shall  appear 
on  any  appropriate  information  imnel  in 
letters  not  less  than  of  an  inch  in 
height  and  without  obscuring  design, 
vignettes,  or  crowding.  In  the  absence  of 
sufficient  space  for  such  declaration  on 
the  package,  or  where  the  manufacturer 
or  distributor  wishes'  to  use  a  decora¬ 
tive  container,  the  declaration  may  ap¬ 
pear  on  a  firmly  affixed  tag,  tape,  or 
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card.  In  those  cases  where  there  is  in¬ 
sufficient  space  for  such  declaration  on 
the  package,  and  it  is  not  practical  to 
firmly  affix  a  tag,  tape,  or  card,  the  Com¬ 
missioner  may  establish  by  regulation  an 
acceptable  alternate,  e.g.,  a  smaller  type 
size.  A  petition  requesting  such  a  regula¬ 
tion  as  an  amendment  to  this  paragraph 
shall  be  submitted  pursuant  to  Part  2  of 
this  chapter. 

«  •  «  •  • 

(e)  Interested  persons  may  submit  a 
petition  requesting  the  establishment  of 
a  specific  name  for  a  cosmetic  ingredient 
pursuant  to  Part  2  of  this  chapter.  The 
Commissioner  may  also  propose  such  a 
name  on  his  own  initiative. 


PART  8C9— IN  VITRO  DIAGNOSTIC 
PRODUCTS  FOR  HUMAN  USE 

35.  In  Part  809,  by  revising  §  809.30(a) 
(formerly  §  328.30  prior  to  recodification 
published  in  the  Federal  Register  of 
February  13,  1976  (41  FR  6907) )  to  read 
as  follows: 


§  809.30  Procedure  for  establ»hing. 
amending  or  repealing  .^tandardii. 

(a)  Basis  for  standards  and  available 
approaches  to  developing  standards. 
Whenever  in  the  judgment  of  the  Com¬ 
missioner  the  establishment  of  a  product 
class  standard  is  necessary  to  reduce  or 
eliminate  imreasonable  risk  of  illness  or 
injury  associated  \^ith  exposure  to  or  use 
of  an  in  vitro  diagnostic  product  and 
there  are  no  other  more  practicable 
means  to  protect  the  public  from  such 
risk,  he  may  propose  such  a  standard.  In 
proposing  a  product  class  stfuidard  he 
shall  consider,  and  publish  in  the  Fed¬ 
eral  Register  findings  on,  the  degree  of 
risk  or  injury  associated  with  the  use  of 
the  product,  the  availability  of  informa¬ 
tion  relating  to  the  sciences  upon  which 
the  products  or  their  uses  are  based,  the 
approximate  number  of  products  subject 
to  the  standard,  the  medical  need  for  the 
products,  and  the  probable  effect  of  the 
standard  upon  the  utility,  cost,  or  avail¬ 
ability  of  the  product,  and  available 
means  of  achieving  the  objective  of  the 


standard  with  a  minimal  disruption  of 
supply  and  of  reasonable  manufacturing 
and  other  commercial  practices.  Three 
procedures  are  available  for  developing 
product  class  standards  and  may  be  pro¬ 
posed  on  the  initiative  of  the  Commis¬ 
sioner  or  by  petition  of  interested  per¬ 
sons,  pursuant  to  Psirt  2  of  this  chapter: 

(1)  An  existing  standard  may  be  utilized, 

(2)  interested  persons  outside  of  the  Pood 
and  Drug  Administration  may  develop  a 
proposed  standard  or  (3)  the  Food  and 
Drug  Administration  may  develop  the 
standard. 

*  «  «  #  # 


Effective  date:  These  regulations  shall 
be  effective  February  24.  1977. 

Dated:  January  14, 1977. 

Sherwin  Gardner, 
Acting  Commissioner 
of  Food  and  Drugs. 
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